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STUDY  OBJECTIVE:  The  purpose  of  this  study  is  to  determine  (1)  the  consis¬ 
tency  of  subjective  differences  noted  between  binaural  and  monaural  hearing 
aid  fittings,  and  (2)  the  stability  of  preferences  for  either  fitting  over 
time. 


TECHNICAL  APPROACH:  Records  of  new  and  former  hearing  aid  candidates  seen 
at  WRAMC  have  been  reviewed  to  determine  rationale  for  preferences  of  mon¬ 
aural  vs.  binaural  amplification.  Comparisons  are  being  made  of  preferences 
of  first  time  fittings  and  fittings  following  extended  use  of  monaural  hear¬ 
ing  aids.  Results  of  auditory  training  exercises  completed  during  patients' 
rehabilitation  program  while  aided  monaurally  and  binaurally  are  also  being 
compared.  A  comparison  of  monaural  vs.  binaural  fittings  utilizing  the 
present  protocol  will  be  conducted  with  a  dependent  population  purchasing 
their  own  aids.  The  data  will  be  compared  to  present  data  to  determine  to 
what  extent  cost  is  a  factor  in  successful  binaural  hearing  aid  fittings. 


PROGRESS  DURING  FY-82:  Two  papers  were  presented  and  are  being  prepared  for 
publication. 

NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  90  BEFORE  COMPLETION  OF  STUDY:  120 
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SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  Not  applicable  at  this  time. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Two  papers  were  presented  at  the  annual 
meeting  of  the  American  Speech- Language-Hearing  Association,  Los  Angeles, 
California,  Nov  1981. 


DATE:  30  Sep  82 


WORK  UNIT  NO.:  2535 


STATUS: 


INTERIM  X  FINAL 


STARTING  DATE:  February  1981  DATE  OF  COMPLETION:  December  1982 


KEY  WORDS:  aural  rehabilitaCion,  automation,  hearing  loss 


TITLE  OF  PROJECT:  Development  of  a  Method  for  Generating  Individualized 
Aural  Rehabilitation  Materials  and  Evaluation  Data  for 
Hard-of-Hearing  Patients  (A  Materlals-Generating 
Algorithm) 


PRINCIPAL  INVESTIGATOR(S):  Allen  A.  Montgomery 


ASSOCIATE  INVESTIGATOR(S) :  Brian  E.  Walden,  Daniel  M.  Schwartz,  Robert  A. 

Prosek,  Donald  Wlttich 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  CONTRACT 
COST: 


ACCUMULATIVE  SUPPLY 
COST: 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 


STUDY  OBJECTIVE:  This  project  is  aimed  at  developing  an  interactive  proce- 
dure  (Implemented  on  a  computer-graphics  system)  which  will  record  and 
analyze  a  hearing-impaired  patient's  diagnostic  test  scores  and  then  gener¬ 
ate  an  individualized  therapeutic  plan  and  rehabilitation  materials  for  use 
in  that  patient's  treatment  program. 


TECHNICAL  APPROACH:  The  project  is  proceeding  in  three  stages: 

First,  the  records  of  approximately  50  recent  patients  will  be  analyzed 
to  determine  the  general  nature  and  specific  details  of  the  algorithm  needed 
to  generate  training  materials.  That  is,  the  procedures  needed  to  analyze 
the  tests  and  generate  the  materials  by  hand  will  be  abstracted  and  trans¬ 
lated  into  steps  and  logic  amenable  to  computer  implementation. 

Second,  the  computer  and  graphics  system  will  be  programmed  and 
debugged  to  yield  a  functioning  program  capable  of  generating  the  clinical 
materials . 

Third,  the  initial  version  of  the  program  will  be  made  available  to 
therapists  in  the  Aural  Rehabilitation  Section  for  use  and  evaluation  on  the 
job.  A  set  of  30  patients  will  be  processed  and  the  resulting  lessons  will 
be  used  end  evaluated  by  the  therapists  on  the  basis  of  their  experience  and 
knowledge,  and  modifications  in  the  program  will  be  made  as  needed. 
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PROGRESS  DURING  FY-82:  The  materials-generating  algorithm  (MCA)  has  been 
revised  to  reflect  clinical  experience  gained  during  the  year.  The  current 
version  Is  being  evaluated  by  comparing  lessons  generated  by  the  MCA  with 
those  developed  by  clinicians  for  a  representative  set  of  30  aural  rehabili¬ 
tation  patients. 

NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  10  TOTAL  (TO  DATE):  10  BEFORE  COMPLETION  OF  STUDY:  20 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 

CONCLUSIONS:  Data  collection  Is  still  in  progress,  so  no  final  conclusions 
can  be  drawn.  To  date  the  output  of  the  revised  MGA  seems  to  be  quite 
similar  to  the  clinicians'  work,  and  it  appears  unlikely  that  further 
revisions  will  be  required. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82:  A  manuscript  presenting  the  general  prin¬ 
ciples  of  the  automated  generation  of  clinical  materials  is  In  preparation. 
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WORK  UNIT  NO.:  2536 


STATUS :  INTERIM  X  FINAL 


STARTING  DATE:  March  1981  DATE  OF  COMPLETION:  January  1983 


KEY  WORDS:  lipreading,  aural  rehabilitation,  perception,  hearing  loss 


TITLE  OF  PROJECT:  Effects  of  Consonantal  Context  on  Vowel  Lipreading 


PRINCIPAL  INVESTIGATOR(S):  Allen  A.  Montgomery 


ASSOCIATE  INVESTIGATOR(S):  Brian  E.  Walden,  Robert  A.  Prosek,  Daniel  M. 

Schwartz,  Donald  Wlttich 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 

ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 

COST: 

ACCUMULATIVE  SUPPLY 
COST:  $70.00 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

DATE  OF  COMMITTEE  APPROVAL 
OF  AI^L^OGRESS  REPORT 

STUDY  OBJECTIVE:  The  purpose  of  this  investigation  Is  to  study  the  effects 
of  consonantal  context  on  vowel  lip  configurations  and  lip  readability. 


TECHNICAL  APPROACH:  A  videotape  of  five  speakers  will  be  prepared  contain¬ 
ing  consonant-vowel-consonant  (CVC)  words  selected  to  contain  a  full  range 
of  consonantal  contexts  and  vowels.  This  videotape  will  be  shown  indivi¬ 
dually  to  a  set  of  30  hearing-impaired  patients  for  lipreading,  and 
confusion  matrices  will  be  generated.  In  addition,  the  videotape  will  be 
analyzed  frame-by-frame  to  yield  a  set  of  physical  measurements  for  each 
vowel  sound  in  each  utterance.  The  resulting  physical  and  perceptual  data 
sets  will  be  examined  with  univariate  and  multivariate  statistical  tech¬ 
niques  to  test  specific  hypotheses  about  the  influence  of  consonants  on  the 
visual  intelligibility  and  lip  configurations  of  vowels. 


PROGRESS  DURING  FY-82:  The  first  of  two  phases  of  the  project  has  been 
completed.  To  evaluate  the  relationship  between  physical  characteristics  of 
the  lips  during  vowel  production  and  vowel  lipreading  confusions,  four 
female  talkers  were  videotaped  speaking/ producing  15  American  English  vowels 
and  diphthongs  in  /h/-V-/g/  context.  Ten  normal-hearing  adults  in  three 
repetitions  of  the  task  identified  the  stimuli  through  lipreading,  guessing 
where  necessary.  Three  analyses  were  performed.  First,  using  the  confusion 
matrices  for  the  individual  and  pooled  talkers,  the  stimuli  were  displayed 
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in  two  dimensional  space  using  multidimensional  scaling.  The  ten  monoph¬ 
thongs  revealed  a  clear  lip  spread-lip  rounded  dimension  and  a  tongue  height 
dimension  and,  while  diphthongs  showed  influence  of  lip  rounding,  more  vari¬ 
ability  on  the  tongue  height  dimension  was  apparent,  depending  on  whether  Nj 
or  N2  received  more  visible  emphasis.  Second,  vowel  duration  data  were 
obtained  and  tracings  were  made  of  the  calker's  lips  on  a  single  videotape 
field  representing  the  vowel  maximum  for  each  of  the  40  monophthong  tokens 
(10  vowels  x  4  talkers),  and  relationships  among  six  physical  measurements 
of  the  token  were  examined.  Third,  difference  scores  and  other  measures  of 
physical  pairwise  similarity  were  used  as  predictors  of  two  ways  of  repre¬ 
senting  the  vowel  lipreading  confusions  in  a  multiple  regression  paradigm. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  10  TOTAL  (TO  DATE):  20  BEFORE  COMPLETION  OF  STUDY:  _ 30 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  Overall,  we  can  conclude  that  the  physical  measurements, 
especially  height,  width,  and  height-width  distance  which  describe  the 
general  size  of  the  lip  opening,  explain  over  half  the  variance  in  multi¬ 
dimensional  distance  and  perhaps  40Z  of  the  variance  in  the  confusions. 

While  it  is  encouraging  to  find  that  an  extremely  simple  set  of  measurements 
made  on  a  single  representative  videotape  frame  per  vowel  accounts  for  a 
significant  portion  of  the  lipreading  behavior,  it  is  also  true  that  much  of 
the  viewers'  perception  remains  to  be  explained.  We  speculate  that  at  least 
four  types  of  physical  measurements  would  be  necessary  for  a  full  explana¬ 
tion  of  confusions  arising  in  vowel  lip  reading:  1)  the  basic  dimensions  of 
the  lip  opening  at  the  vowel  maximum,  as  employed  in  the  present  study, 

2)  measures  of  the  temporal  aspects  of  visible  vowel  production,  such  as 
rate  of  opening  and  change  in  area  of  opening  across  time,  3)  better  esti¬ 
mates  of  differences  between  vowels  in  shape  of  opening  (and  surrounding 
tissue),  and  4)  a  single  measurement  or  composite  that  is  sensitive  to  the 
complex  changes  in  appearance  Including  mandible-lip  discrepancies  that 
signify  degrees  of  lip  rounding/protrusion. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

Montgomery,  A.,  and  Jackson,  P.  Physical  characteristics  of  the  lip 
underlying  vowel  lipreading  performance.  Submitted  to  Journal  of  the 
Acoustical  Society  of  America. 


Date: 7  Sept  82 1  tog  tiniT  ftp.:  2537 


Status :  Interim 


Final 


Date  of  Completion: 


Start  i:.s  Date: _ May,  1961 _ 

Key  Words:  CO2  Laser  excision,  laryngeal  anatomy 


Title  cf  Project: 

The  Anatomy  of  CO2  Laser  Cordectomy _ 

Principal  lii'/ESTiCAToa's):  Roy  K-  Pavis,  maj,  mc 


Associate  IhvestigatcrCs):  Hyama,  CPT ,  USN 


Facility:  VRAM 


Accumulative  fiEDCASE  Cost: 
None 


Dept/Svc: 


Otolaryngology —  -  - 


Accumulative  Coutract  Cost: 
None 


FY-85  fEDCASE: 

None 


Contract  Cost: 
None 


Supply  Cost: 

.  Nona. 


Accumulative  Supply  Cost: 
None 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  jan  26.  1982 


SllS)Y  03JsCTlVe:  To  determine  how  effectively  C02  laser  transoral  excision  will 
encompass  T2  and  selected  T3  supraglottic  +  endolaryngeal  lesions. 

technical  Approach: 

See  protocol  -  no  changes 

Progrc aa_DuR i LO  FY-82.  Nq  pat^ents  enrolled  secondary  to:  (1)  Lack  of  new 
Coherent  Laser  450  until  May,  1982;  (2)  lack  of  appropriate  patients 

after  May,  1»M- - - - - - - - — 

Kumser  of  Subjects  Studied: 

FY-82:  0  Total  (to  date) :  0 _ 


Before  Completion  of  Study:  5 


Serious/Ukexpecteo  Sfde  Effects  in  Subjects  Participating  in  ProjectOf  none  so  state): 

None 


Conclusions: 


N.A.  Study  yet  to  be  done 


Publications  or  Abstracts.  FY-82: 
None 
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DATE:  30  Sep  82 


WORK  UNIT  NO.:  2538 


STATUS :  INTERIM  X  FINAL 


STARTING  DATE:  27  January  1981  DATE  OF  COMPLETION:  June  1983 


KEY  WORDS:  phoneme  boundaries,  hearing  loss,  acoustic  filtering, 
categorical  perception 


TITLE  OF  PROJECT:  Phoneme  Boundaries  of  Hearing  Impaired  Listeners 
PRINCIPAL  INVESTIGATOR(S) :  Brian  E.  Walden 


ASSOCIATE  INVESTIGATOR(S) :  Allen  A.  Montgomery,  Daniel  M.  Schwartz,  Robert 

A.  Proaek.,  Rodney  K.  Jamison 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE  ACCUMULATIVE  CONTRACT  ACCUMULATIVE  SUPPLY 

COST:  _  COST:  _  COST:  S5.209.00 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST:  DATE  OF  COMMITTEE  APPROVAL 

OF  ANNUAL  PROGRESS  REPORT 


STUDY  OBJECTIVE:  The  purpose  of  this  research  is  to  observe  the  possible 
effects  of  peripheral  hearing  impairment  on  phoneme  boundaries.  Included 
will  be  an  effort  to  determine  the  extent  to  which  these  possible  effects 
can  be  simulated  by  acoustic  filtering. 

TECHNICAL  APPROACH:  Fourteen  computer-generated  five-formant  synthetic 
consonant-vowel  stimuli  are  produced  via  Klatt's  cascade  formant  synthesizer 
(Klatt,  1980).  The  loci  of  the  ?2  and  ^3  transitions  are  varied  systemati¬ 
cally  across  the  fourteen  stimuli.  (Detailed  descriptions  of  the  stimuli 
are  provided  in  the  Application  for  Clinical  Investigation  Project.)  The 
resulting  synthetic  stimuli  vary  along  a  voiced  stop  consonant  continuum 
from  /ba/  to  /da/  to  /ga/. 

The  subjects  of  this  Investigation  are  adults  with  unilateral  sensori¬ 
neural  hearing  losses,  with  sufficient  residual  hearing  in  the  impaired  ear 
to  respond  to  synthetic  consonant-vowel  syllables. 

The  participation  of  a  subject  in  the  experiment  proceeds  in  five 
steps:  (1)  Initially,  the  subject  is  trained  to  respond  to  the  synthetic 
CV  syllables  presented  to  the  normal  ear.  The  best  exemplars  of  / ba/,  /da/ 
and  /ga/  are  used  for  this  purpose.  (2)  Next,  phoneme  boundaries  are 
obtained  for  the  normal  ear  (unfiltered)  using  the  full  array  of  fourteen 
stimuli.  (3)  Following  this,  the  "suprathreshold  audiometric  configura¬ 
tion”  of  the  impaired  ear  is  simulated  on  a  spectrum  shaper  in  the  manner 
described  by  Walden  at  al.  (1980).  Next,  phoneme  boundaries  are  obtained 
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for  the  normal  ear  listening  through  the  multifilter  set  to  simulate  the 
spectrum  shaping  imposed  by  the  hearing  impairment.  (5)  Finally,  phoneme 
boundaries  are  obtained  for  the  impaired  ear. 

The  phoneme  boundary  estimates  for  each  of  the  three  syllable  recog¬ 
nition  conditions  (i.e,,  normal  ear,  unfiltered;  normal  ear,  filtered; 
hearing-impaired  ear)  are  statistically  compared  for  each  subject.  Of 
particular  interest  is  determining  if  the  location  and  slopes  of  the 
phonemes  boundaries  differ  among  the  test  conditions. 


PROGRESS  DURING  FY-82 :  The  Bruel  &  Kjaer  spectrum  shaper,  which  malfunc¬ 
tioned  during  FY-81 ,  was  returned  by  the  factory.  Following  some  minor 
adjustment,  it  has  functioned  relatively  well.  To  date,  data  for  twelve 
unilaterally  hearing-impaired  patients  have  been  obtained.  Analysis  of 
these  data  has  not  begun.  Identifying  patients  with  the  appropriate  audio- 
metric  configuration  for  this  experiment  has  proved  to  be  more  difficult 
than  was  anticipated  and,  therefore,  the  data  acquisition  phase  of  this 
project  has  been  extended. 

Additional  pilot  data  were  obtained  to  determine  the  effects  of  adding 
noise  burst  to  the  synthetic  stop  consonant  stimuli.  The  data  revealed  that 
the  effect  of  adding  the  plosive  burst  was  relatively  small.  Specifically, 
there  was  a  slight  shift  of  the  b/d  boundary  to  the  right  along  the  abscissa 
and  recognition  of  the  /d/  exemplar  was  slightly  improved  by  the  addition  of 
the  noise  burst. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  12  TOTAL  (TO  DATE);  32  BEFORE  COMPLETION  OF  STUDY:  50 

(including  pilot  studies) 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  Not  applicable. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Paper  based  on  pilot  data  accepted  for 
presentation  to  the  1982  Annual  Convention  of  the  American  Speech-Language- 
Bearing  Association,  Toronto,  Canada,  November  1982  -  ("Identification  of 
Synthetic  Stop  Consonant  Stimuli  by  Hearing-Impaired  Listeners"). 
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DATE:  30  Sep  82 


WORK  UNIT  NO 


2540 


STATUS :  INTERIM 


FINAL  X 


STARTING  DATE:  February  1981  DATE  OF  COMPLETION:  30  Sep  82 


KEY  WORDS:  acousCic  reflex  latency,  auditory  brainstem  response 


TITLE  OF  PROJECT:  Relationship  Between  Acoustic  Reflex  Latency  Test  and 
Auditory  Brainstem  Response  in  Patients  with  High 
Frequency  Sensorineural  Hearing  Loss 


PRINCIPAL  INVESTIGATOR(S) :  Daniel  M.  Schwartz  and  H.  Gustav  Mueller 


ASSOCIATE  INVESTIGATOR(S):  Bahman  Jabbari,  Brian  E.  Walden,  Robert  A. 

Prosek,  Allen  A.  Montgomery,  Donald  Wlttich 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  SUPPLY 
COST:  $650.00 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 


"HUffW 


STUDY  OBJECTIVE:  To  examine  the  relationship  between  the  latency  of  the 
acoustic  reflex  and  ABR  responses  in  patients  with  high  frequency  hearing 
loss. 


TECHNICAL  APPROACH:  None. 


PROGRESS  DURING  FY-82:  None  —  recent  research  has  shown  that  the  acoustic 
i  reflex  latency  is  an  artifact  of  the  measuring  device,  thus  precluding 

continuation  of  this  study. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  0  BEFORE  COMPLETION  OF  STUDY: 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  None  —  Investigator  has  resigned  his  position  at  WRAMC. 


PUBLICATIONS:  NONE 

NOTE:  The  Principal  Investigator  on  this  protocol  has  resigned 

his  position  effective  1  October  1982. 
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DATE:  30  Sep  82 


WORK  UNIT  NO.:  2541 


STATUS:  INTERIM 


FINAL  X 


STARTING  DATE:  8  May  1981  DATE  OF  COMPLETION:  23  July  1982 


KEY  WORDS:  audiometric  configuration,  pure  tone  threshold,  speech  band 
threshold 


TITLE  OF  PROJECT:  Influence  of  Audiometric  Configuration  on  Pure  Tone 

Versus  Speech  Band  Thresholds  in  Adults  with  Sensori¬ 
neural  Hearing  Losses 


PRINCIPAL  INVESTIGATOR(S) :  Rauna  K.  Surr 


ASSOCIATE  INVESTIGATOR(S) :  Daniel  M.  Schwartz,  Joyce  H.  Seidman,  H.  Gustav 

Mueller 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery /Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  SUPPLY 
COST: 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FEB  2  5 


STUDY  OBJECTIVE:  To  evaluate  the  efficacy  of  speech  band  stimuli  developed 
by  Franklin  (1980)  as  an  alternative  to  pure  tone  audiometry  for  hearing 
threshold  measurements.  A  secondary  purpose  was  to  examine  the  test  retest 
and  inter-tester  reliability  of  speech  band  thresholds. 


TECHNICAL  APPROACH:  Hearing  threshold  was  determined  using  conventional 
pure  tone  signals  at  octave  frequencies  from  250-8000  Hz  and  again  using 
tapes  of  filtered  speech  bands  having  center  frequencies  analogous  to  those 
of  pure  tone  signals.  For  comparative  analysis,  the  100  audiograms  selected 
from  the  60  listeners  (some  unilateral,  some  bilateral  hearing  losses)  were 
divided  into  five  groups  of  equal  size  on  the  basis  of  audiometric  roll-off 
frequency.  For  one-half  of  the  audiograms  the  threshold  measurements  were 
done  twice  to  obtain  estimates  of  test-retest  reliability. 


PROGRESS  DURING  FY-82:  A  paper  was  presented  at  the  Annual  Convention  of 
the  American  Speech-Language-Hearing  Association  in  Los  Angeles  in  Nov  81 
based  on  the  data  collected  that  calendar  year.  Spectrographic  and 
1/3-octave  band  analyses  of  the  speech  band  tapes  were  performed  and  the 
results  compared  to  the  clinical  threshold  measurements.  A  manuscript  was 
submitted  and  accepted  for  publication  in  Ear  and  Hearing. 
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NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  60  BEFORE  COMPLETION  OF  STUDY:  _ 60 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  In  contrast  to  the  findings  of  Franklin  (1980)  who  reported 
excellent  agreement  between  speech  band  and  pure  tone  thresholds,  the  pre¬ 
sent  data  showed  acceptable  agreement  between  the  two  sets  of  stimuli  only 
for  listeners  with  flat  hearing  loss  pattern.  For  patients  with  sloping 
audiometric  configurations,  speech  band  audiometry  seriously  underestimated 
the  degree  of  high  frequency  loss.  The  1/3-octave  band  analysis  supported 
the  clinical  threshold  results.  They  showed  that  the  peak  energy  was  not 
centered  at  the  audiometric  test  frequency  as  stated  by  Franklin,  particu¬ 
larly  in  the  high  frequency  speech  band  tapes.  In  addition,  a  considerable 
amount  of  energy  was  measured  at  lower  frequency  regions  below  the  stated 
limits  of  the  bands,  suggesting  that  Franklin  did  not  achieve  a  48  dB  per 
octave  filter  slope  as  was  indicated  in  the  test  manual.  Based  on  our 
clinical  test  results  and  the  analyses  of  the  speech  band  stimuli,  we 
strongly  recommended  continued  investigation  and  refinement  of  the  stimulus 
tapes  before  further  clinical  use. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

The  Effects  of  Audiometric  Configuration  on  Speech  Band  Thresholds  in 
Sensorineural  Hearing  Loss  Subjects,  Ear  and  Hearing  (in  press). 

(NOTE:  Projected  date  of  publication  is  Sep-Oct  82.  Reprint  will  be 
forwarded  to  DCI  as  soon  as  available.) 
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STUDY  OBJECTIVE:  The  objective  of  this  research  is  to  determine  the  rela¬ 
tive  benefit  of  amplification  in  a  variety  of  common  listening  situations. 
The  specific  purposes  are: 

a.  To  detect  significant  differences  in  the  benefit  of  hearing  aid  use 
as  the  following  vary: 

(1)  Setting  -  familiar  vs.  unfamiliar 

(2)  Speaker  -  familiar  vs.  unfamiliar 

(3)  Environment  -  noisy  vs.  quiet 

(4)  Distractions  (without  masking)  -  present  or  not 

(5)  Distance  -  close  vs.  far 

(6)  Signal  -  soft  vs.  loud 

(7)  Stimulus  -  speech  vs.  nonspeech 

(8)  Masker  -  soft  vs.  loud 

(9)  Masker  -  intermittent  vs.  steady 

(10)  Location  -  indoor  vs.  outdoor 

(11)  Visual  Cues  -  present  or  not 

(12)  Speech  -  live  vs.  reproduced 

(13)  Acoustics  -  reverberant  vs.  non-reverberant 

(14)  Patient  age 

(15)  Years  of  experience  in  hearing  aid  use 

(16)  Formal  aural  rehabilitation  training 

(17)  Monaural  vs.  binaural  hearing  aid  fitting 

(18)  Hearing  aid  gain  -  mild,  moderate,  strong 
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(19)  Type  of  hearing  aid  -  in-the-ear,  ear-level,  eyeglass,  body 
aid 

(20)  Education  level  of  patient 

b.  To  provide  an  indication  of  the  overall  long-term  success  of 
hearing  aid  use  by  hearing-impaired  soldiers. 

c.  To  provide  data  to  be  used  in  patient  counselling  regarding 
relistic  expectations  from  amplification. 

d.  To  assess  the  content  validity  of  present  hearing  aid  evaluation 
procedures. 


TECHNICAL  APPROACH;  A  self-assessment  questionnaire  is  used  to  assess  the 
perceived  benefit  of  amplification  in  various  environmental  situations.  The 
subject  sample  consists  of  experienced  hearing  aid  users  returning  to  the 
Army  Audiology  and  Speech  Center  for  periodic  follow-up  or  other  services, 
and  experienced  hearing  aid  users  seen  in  the  Hearing  Clinic,  Purdue  Univer¬ 
sity.  The  questionnaire  uses  a  5-point  rating  scale  to  quantify ' perceived 
benefit,  with  one  being  "very  helpful"  and  five  being  "hinders  performance." 
Subject  ratings  on  the  inventory  are  subjected  to  computer  analysis. 


PROGRESS  DURING  FY-82:  A  preliminary  analysis  of  the  data  revealed  that  the 
twelve  bipolar  features  were  highly  redundant  and  probably  reflected  fewer 
independent  features.  A  factor  analysis  of  the  data,  therefore,  was  per¬ 
formed.  The  results  revealed  that  a  quiet  and  a  noise  feature  were  dominant. 
Additionally,  a  "reduced  stimulus  input"  factor  and  a  "nonspeech/ reproduced 
speech"  factor  also  emerged.  These  four  features  were  subjected  to  a  relia¬ 
bility  analysis  which  revealed  relatively  high  coefficient  alphas  (i.e.,  .94 
to  .81).  Analysis  of  variance  and  regression  techniques  were  used  to  relate 
these  factors  to  background  variables. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  _  TOTAL  (TO  DATE):  129  BEFORE  COMPLETION  OF  STUDY:  129 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  The  results  revealed,  among  other  significant  effects,  that 
(1)  in-the-ear  hearing  aids  are  perceived  as  providing  significantly  less 
benefit  in  quiet  situations  and  for  nonspeech  stimuli  than  ear-level  or 
eyeglass  aids,  (2)  aural  rehabilitation  experience  produces  significantly 
more  perceived  benefit  in  quiet  listening  situations,  (3)  the  more  hours  of 
hearing  aid  use  per  day,  the  greater  the  perceived  benefit,  and  (4)  the 
effects  of  reduced  sensory  input  is  greater  for  older  hearing  aid  users. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  A  manuscript  is  currently  being  prepared 
for  submission  to  the  Journal  of  Speech  and  Hearing  Disorders. 


329 


DATE:  30  Sep  82 


WORK  UNIT  NO.:  2544 


STATUS :  INTERIM 


FINAL  X 


STARTING  DATE:  1  August  1981 


DATE  OF  COMPLETION :  26  August  1982 


KEY  WORDS:  stuttering,  rate,  treated  speech,  temporal  alterations 


TITLE  OF  PROJECT:  The  Effects  of  Time  Domain  Manipulation  of  Speech  on  the 
Identification  of  Treated  Stutterers 


PRINCIPAL  INVESTIGATOR(S):  Robert  A.  Proaek 

ASSOCIATE  INVESTIGATOR(S):  Charles  M.  Runyan,  Allen  A.  Montgomery,  Brian  E. 

Walden,  Daniel  M.  Schwartz,  Susan  P.  Abernathy 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  CONTRACT 
COST: 


ACCUMULATIVE  SUPPLY 
COST:  $600.00 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNI^  P^gGRESS  REPORT 


STUDY  OBJECTIVE:  To  determine  whether  changes  in  the  segment  and  pause 
durations  of  the  speech  samples  of  treated  stutterers  affect  the  ability  of 
listeners  to  discriminate  these  samples  from  those  of  nonstutterers. 


TECHNICAL  APPROACH:  Both  the  stimulus  tape  and  the  listener  judgments  of 
previous  studies  were  used  to  obtain  the  speech  material  that  was  manipu¬ 
lated  in  the  present  study.  The  tape  recording  consisted  of  140  paired 
speech  samples,  four  separate  samples  from  35  stutterers  and  35  nonstut¬ 
terers  matched  only  for  age  and  sex.  Twenty-nine  of  the  stutterers  had 
successfully  completed  one  of  six  stuttering  treatment  programs,  and  the 
selection  procedures  were  confined  to  the  116  pairs  produced  by  these 
talkers  and  their  nonstuttering  counterparts. 

The  listener  responses  obtained  in  previous  investigations  were 
examined  in  order  to  select  stimulus  pairs  in  which  the  treated  stutterer 
and  the  nonstutterer  had  been  readily  discriminated  by  the  judges,  and  in 
which  the  talkers  had  been  reading  the  same  material.  The  process  yielded 
two  groups  of  samples  which  met  these  criteria.  In  the  first  group,  20 
pairs  of  stimuli  were  found  in  which  the  treated  stutterer  had  been  cor¬ 
rectly  identified  82X  of  the  time  or  more,  and  these  samples  are  referred  to 
as  the  Easily  Identified  Treated  Stutterers.  The  reading  rates  used  by  the 
treated  stutterers  in  this  group  varied  from  2.71  syllables  per  second  (SS) 
to  4.67  SS  (mean  reading  rate,  3.36  SS),  whereas  the  nonstutterers  in  this 
group  used  reading  rates  which  varied  from  4.52  SS  to  7.10  SS  (mean  reading 
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rate,  5.S5  SS) .  In  each  pair  of  samples  In  this  group,  the  nonstutterer  had 
produced  the  sample  using  a  faster  reading  rate  than  the  treated  stutterer 
with  whom  he  had  been  paired. 

In  the  second  group  of  stimuli,  12  pairs  were  found  in  which  the  treated 
stutterer  had  been  correctly  identified  only  35Z  of  the  time  or  less,  and 
these  samples  are  referred  to  as  the  Poorly  Identified  Treated  Stutterers. 

The  samples  in  this  group  were  discriminable,  but  the  nonstutterers  were 
more  likely  to  be  labelled  as  the  treated  stutterers  than  the  treated  stut¬ 
terers  themselves.  The  reading  rates  used  by  the  treated  stutterers  in  this 
group  varied  from  3.60  SS  to  6.01  SS  (mean  reading  rate,  4.60  SS),  while  the 
rates  used  by  the  nonstutterers  varied  from  2.96  SS  to  5.25  SS  (mean  reading 
rate,  4.16  SS).  For  these  Poorly  Identified  samples,  the  treated  stutterer 
in  each  pair  had  produced  the  sample  using  a  faster  reading  rate  than  the 
normally  fluent  talker  with  whom  he  had  been  paired. 

Reading  rate  was  manipulated  by  altering  the  pause  and  segment  dura¬ 
tions  produced  by  the  treated  stutterer  to  match  those  of  the  nonstutterer 
in  each  pair.  Since  reading  rate  is  determined  by  phone  and  pause  dura¬ 
tions,  equating  these  durations  would  have  the  effect  of  matching  the 
reading  rates.  It  was  expected  that  once  the  reading  rates  had  been 
matched,  listeners  would  no  longer  be  able  to  distinguish  between  the 
treated  stutterers  and  the  normally  fluent  talkers. 

The  64  speech  samples  were  lowpass  filtered  at  4.8  kHz,  sampled  at  10 
kHz  using  a  12-bit  A/D  converter,  and  stored  as  disk  files  on  the  laboratory 
computer  of  the  Army  Audiology  and  Speech  Center.  The  duration  of  each 
vowel,  consonant  and  pause  for  every  sample  was  measured  using  the  waveform 
measurement  program  developed  as  part  of  the  current  study.  Then  each 
treated  stutterer's  file  was  edited  in  order  to  match  his  segment  and  pause 
durations  to  those  of  the  nonstutterer  with  whom  he  had  been  paired,  as 
closely  as  possible.  This  was  accomplished  by  selecting  a  portion  from  the 
middle  of  a  segment  or  pause  and  either  replicating  it  until  the  desired 
duration  was  obtained  or  deleting  it  so  that  the  remainder  of  the  segment 
equalled  the  desired  duration.  Table  1  presents  averaged  duration  and  rate 
data  for  the  nonstutterers  and  the  unedited  and  edited  versions  of  the 
treated  stutterers'  samples.  A  comparison  of  the  reading  rates  of  the  non¬ 
stutterers  and  the  edited  samples  of  the  stutterers  reveals  that  excellent 
rate  matches  were  obtained  due  to  the  editing. 

A  test  tape  was  constructed  from  the  disk  files  representing  the  origi¬ 
nal  and  edited  samples.  The  tape  consisted  of  the  32  original  pairs,  32 
pairs  in  which  the  sample  produced  by  the  treated  stutterer  had  been  edited, 
and  64  pairs  of  foils.  The  foils  were  randomly  chosen  from  the  pairs  on  the 
original  stimulus  tape  which  had  not  been  selected  for  manipulation  in  the 
current  study.  The  tape  was  judged  by  a  group  of  10  speech-language 
pathologists  who  had  considerable  experience  with  stutterers  and  stuttering 
therapy.  Judgments  were  obtained  individually  from  each  therapist  who  was 
told  that  she  would  hear  pairs  of  speech  samples  in  which  one  sample  was 
produced  by  a  nonstutterer  and  one  sample  was  produced  by  a  treated  stut¬ 
terer.  She  was  to  Indicate  on  a  response  sheet  which  member  of  each  pair 
was  the  treated  stutterer. 

Since  it  is  possible  that  a  single  subcomponent  of  rate,  such  as  vowel 
or  pause  duration,  may  be  responsible  for  the  listener  judgments,  additional 
test  tapes  were  prepared  using  the  same  materials  and  procedures  described 
above.  In  the  preparation  of  the  second  test  tape,  however,  only  the  vowels 
produced  by  the  treated  stutterers  were  edited  so  that  their  durations 
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matched  those  of  the  corresponding  nonstutterer;  for  the  third  tape,  only 
the  treated  stutterers'  consonants  were  edited;  and  for  the  fourth  tape, 
only  the  pauses  were  edited.  Each  of  these  test  tapes  were  judged  by  a 
separate  group  of  10  listeners  who  were  graduate  students  In  speech-language 
pathology.  Again,  the  judges  were  required  to  Indicate  which  member  of  each 
pair  was  the  treated  stutterer. 


PROGRESS  DURING  FY-82;  The  listener  responses  obtained  from  the  judgments 
of  the  first  test  tape,  in  which  the  durations  of  segments  and  pauses  had 
been  altered,  were  examined  to  determine  If  the  listeners'  labelling  behav¬ 
ior  had  been  affected.  Of  the  200  responses  obtained  for  the  unedited 
samples  of  the  Easily  Identified  Treated  Stutterers,  182  (91Z)  were  correct, 
indicating  that,  as  expected,  listeners  readily  distinguished  the  speech  of 
the  treated  stutterers  in  this  group  from  that  of  the  nonstutterers.  In 
contrast,  of  the  200  responses  obtained  for  the  edited  samples  of  this  group, 
only  127  (64Z)  were  correct.  Thus  when  the  difference  in  reading  rate 
between  pairs  of  talkers  is  reduced,  listeners  can  no  longer  readily  distin¬ 
guish  between  them.  Similar  results  were  obtained  for  the  Poorly  Identified 
Treated  Stutterers.  Of  the  120  responses  obtained  for  the  unedited  samples 
of  this  group,  only  32  (27Z)  were  correct.  That  is,  as  expected  the  treated 
stutterers  of  this  group  were  not  likely  to  be  labelled  as  the  treated 
stutterer,  but  their  samples  were  distinguishable  from  those  of  the  normally 
fluent  talkers.  For  the  edited  samples  of  the  Poorly  Identified  Treated 
Stutterers,  73  of  the  120  responses  (61Z)  were  correct.  Again,  when  the 
difference  in  reading  rate  between  pairs  of  talkers  is  minimized,  listeners' 
responses  are  altered.  The  significance  of  the  change  in  correct  responses 
was  assessed  using  McNemar's  Exact  Test  for  Correlated  Proportions  under  the 
null  hypothesis  that  minimizing  the  differences  in  reading  rate  had  no 
effect  on  the  listeners'  ability  to  correctly  identify  the  treated 
stutterers.  The  data  for  this  test  condition  are  arranged  in  Table  2  as 
separate  contingency  tables  for  the  Easily  Identified  and  Poorly  Identified 
Treated  Stutterers.  For  the  Easily  Identified  group,  McNemar's  Test  yielded 
a  probability  of  2.379  x  10“^,  while  for  the  Poorly  Identified  group,  the 
probability  was  1.673  x  10~7,  both  of  which  are  significant.  Thus,  reading 
rate  has  a  substantial  influence  on  the  correct  identification  of  treated 
stutterers  in  paired  comparison  tests. 

The  listener  responses  obtained  when  only  the  vowel  durations  of  the 
treated  stutterers  are  edited  to  match  those  of  the  nonstutterers  are  pre¬ 
sented  in  Table  3.  For  the  unedited  samples  of  the  Easily  Identified 
Treated  Stutterers,  82. 5X  of  the  responses  were  correct,  while  for  the 
edited  samples,  76Z  of  the  responses  were  correct.  Although  the  listeners' 
ability  to  distinguish  the  samples  in  this  group  is  reduced,  the  change  in 
labelling  behavior  due  to  minimization  of  vowel  duration  differences  clearly 
is  not  as  great  as  when  all  phone  and  pause  durations  are  matched.  For  the 
original,  unedited  samples  of  the  Poorly  Identified  Treated  Stutterers,  35Z 
of  the  responses  were  correct,  while  44%  were  correct  for  the  edited  ver¬ 
sions  of  the  stimuli.  Again,  the  ability  to  distinguish  between  talkers  is 
reduced,  but  the  magnitude  of  the  change  is  less  than  when  all  durations  are 
manipulated.  The  data  in  Table  3  were  tested  using  McNemar's  Test,  and 
probabilities  of  0.096  and  0.177  were  obtained  for  the  Easily  Identified  and 
Poorly  Identified  groups,  respectively.  These  values  indicate  that  the 
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change  In  labelling  behavior  due  to  alterations  in  vowel  durations  is  not 
significant. 

The  contingency  tables  formed  from  the  listener  responses  obtained  when 
only  the  consonant  durations  of  the  treated  stutterers  were  altered  are  pre¬ 
sented  in  Table  4.  These  results  are  similar  to  those  presented  in  Table  3 
in  that  the  ability  to  distinguish  between  pairs  of  talkers  is  reduced,  but 
the  magnitude  of  the  change  in  correct  responses  is  less  than  that  obtained 
when  all  segment  and  pause  durations  are  edited.  The  probabilities  calcu¬ 
lated  by  McNemar's  Test  were  0.203  and  0.143  for  the  Easily  Identified  and 
Poorly  Identified  groups,  respectively. 

Finally,  the  listener  responses  obtained  for  the  test  condition  in 
which  only  the  pauses  of  the  treated  stutterers  were  edited  to  match  those 
of  the  nonstutterers  are  presented  in  Table  5.  Unlike  previous  test  condi¬ 
tions,  the  ability  to  distinguish  between  talkers  was  increased,  rather  than 
reduced,  due  to  the  pause  alterations.  For  the  unedited  productions  of  the 
Easily  Identified  Treated  Stutterers,  83Z  of  the  responses  were  correct, 
while  86%  of  the  responses  were  correct  for  the  edited  versions  of  these 
samples.  For  the  unedited  versions  produced  by  the  Poorly  Identified 
Treated  Stutterers,  33%  of  the  responses  were  correct,  and  this  dropped  to 
29%  for  the  edited  samples.  Although  the  change  in  number  of  correct 
responses  in  this  condition  was  not  in  the  direction  anticipated,  the 
results  of  McNemar's  Test  were  not  significant.  The  probability  obtained 
for  the  Easily  Identified  Treated  Stutterers  was  0.392  and  that  for  the 
Poorly  Identified  Treated  Stutterers  was  0.500. 


NUMBER  OF  SUBJECTS  STUDIED:  Not  applicable. 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  The  major  finding  of  the  current  study  is  that  the  labelling 

behavior  of  listeners  is  affected  by  the  reading  rate  used  in  the  pairs  of 

samples  they  are  asked  to  judge.  Further,  when  the  durations  of  the  individ¬ 
ual  subcomponents  of  rate  (vowels,  consonants  and  pauses)  are  manipulated, 
listeners'  ability  to  distinguish  between  pairs  of  talkers  is  not  altered 

significantly.  Thus,  reading  rate  in  its  entirety  is  a  major  factor  influ¬ 

encing  the  perception  of  the  speech  of  treated  stutterers.  An  important 
implication  of  this  result  for  both  the  experimental  and  clinical  evaluation 
of  the  speech  of  treated  stutterers  is  that  the  reading  or  speaking  rates 
used  by  the  patients  should  be  measured.  Since  research  Involving  normally 
fluent  talkers  indicates  that  they  can  be  expected  to  produce  speech  which 
varies  in  rate  from  4.4  to  5.9  syllables  per  second,  this  range  appears  to 
be  a  reasonable  goal  for  treated  stutterers  to  attain.  In  addition,  the 
rates  used  by  control  talkers  will  need  to  be  measured  to  insure  that  they 
are  not  biased  toward  either  extreme  of  the  rate  continuum. 

If  the  goal  of  a  stuttering  treatment  program  is  the  production  of 
speech  by  the  stutterer  which  is  as  close  to  normal  as  possible,  then  the 
rate  used  by  the  patient  at  the  termination  of  therapy  must  be  evaluated 
critically.  Speech  which  is  produced  too  slowly  at  the  end  of  treatment 
very  likely  will  not  be  judged  as  "normal"  even  though  behaviors  tradition¬ 
ally  associated  with  stuttering  have  been  eliminated.  The  rate  used  by  a 
treated  stutterer  will  have  an  effect  in  everyday  situations  as  well  as  in 
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the  clinic  or  laboratory.  Research  concerning  impression  formation  indi¬ 
cates  that  when  any  talker  uses  a  relatively  slow  rate  and/or  pauses 
frequently,  listeners  tend  to  form  an  unfavorable  impression  of  that  talker. 
Thus,  a  treated  stutterer  who  increases  fluency  by  decreasing  speech  rate 
may  bias  his  listeners  simply  by  his  manner  of  speech  production.  Since 
speech  rate  is  not  difficult  to  measure,  its  use  in  the  evaluation  of 
treated  stutterers  should  be  readily  implemented. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

Proaek,  R.  A.  and  Runyan,  C.  M.  Temporal  characteristics  related  to 
the  discrimination  of  stutterers'  and  nonstutterers '  speech  samples. 

Journal  of  Speech  and  Hearing  Research.  1982,  25,  29-33. 

A  second  manuscript  entitled  "The  Effects  of  Segment  and  Pause 
Manipulations  on  the  Identification  of  Treated  Stutterers"  currently  is 
being  prepared  for  submission  to  the  Journal  of  Speech  and  Hearing  Research. 
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Table  2.  Number  of  correct  and  Incorrect  responses  obtained  for  the 
unaltered  stimulus  pairs  and  the  pairs  In  which  the  durations  of  the 
segments  and  pauses  of  the  treated  stutterers  had  been  altered. 


Easily  Identified  Treated  Stutterers 

UNEDITED  SAMPLES 


CORRECT 

INCORRECT 

TOTAL 

CORRECT 

118 

9 

127 

EDITED 

SAMPLES 

INCORRECT 

64 

9 

73 

TOTAL 

182 

18 

200 

Poorly  Identified  Treated 

Stutterers 

UNEDITED  SAMPLES 

CORRECT 

INCORRECT 

TOTAL 

CORRECT 

21 

52 

73 

EDITED 

SAMPLES 

INCORRECT 

11 

36 

47 

TOTAL 

32 

88 

120 
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Table  3.  Number  of  correct  and  incorrect  responses  obtained  for  the 
unedited  pairs  and  the  pairs  in  which  the  vowel  durations  of  the  treated 
stutterer  had  been  edited  to  match  those  of  the  nonstutterer  in  each  pair  of 
stimuli. 


Easily  Identified  Treated 

Stutterers 

UNEDITED  SAMPLES 

CORRECT 

INCORRECT 

TOTAL 

CORRECT 

137 

16 

153 

EDITED 

SAMPLES 

INCORRECT 

28 

19 

47 

TOTAL 

165 

35 

200 

Poorly  Identified  Treated 

Stutterers 

CORRECT 

UNEDITED  SAMPLES 

INCORRECT 

TOTAL 

CORRECT 

20 

33 

53 

EDITED 

SAMPLES 

INCORRECT 

22 

45 

67 

TOTAL 

42 

78 

12  J 
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Table  4.  Number  of  correct  and  Incorrect  responses  obtained  for  the 
unedited  stimulus  pairs,  and  the  edited  pairs  in  which  the  consonant  dura¬ 
tions  of  the  treated  stutterer  in  each  pair  had  been  altered  to  match  those 
of  the  nonstutterer. 


Easily  Identified  Treated 

Stutterers 

CORRECT 

UNEDITED  SAMPLES 

INCORRECT 

TOTAL 

EDITED 

SAMPLES 

CORRECT 

134 

20 

154 

INCORRECT 

30 

16 

46 

TOTAL 

164 

36 

200 

Poorly  Identified  Treated 

Stutterers 

CORRECT 

UNEDITED  SAMPLES 

INCORRECT 

TOTAL 

CORRECT 

20 

24 

44 

EDITED 

SAMPLES 

INCORRECT 

14 

62 

76 

TOTAL 

34 

sO 

OO 

120 

338 


Annual  Progress  Report  (cont.)  -  Work  Unit  #2544 

Table  5.  Number  of  correct  and  incorrect  responses  obtained  for  the 
unedited  stimulus  pairs  and  for  the  pairs  in  which  the  number  of  pauses  and 
pause  durations  of  the  treated  stutterer  in  each  pair  had  been  altered  to 
match  those  of  the  nonstutterers. 


Easily  Identified  Treated 

Stutterers 

UNEDITED  SAMPLES 

CORRECT 

INCORRECT 

TOTAL 

CORRECT 

152 

20 

172 

EDITED 

SAMPLES 

INCORRECT 

14 

14 

28 

TOTAL 

166 

34 

200 

Poorly  Identified  Treated 

Stutterers 

CORRECT 

UNEDITED  SAMPLES 

INCORRECT 

TOTAL 

CORRECT 

20 

15 

35 

EDITED 

SAMPLES 

INCORRECT 

20 

65 

85 

TOTAL 

40 

80 

120 
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DATE:  30  Sep  82 


WORK  UNIT  NO 


2546 


STATUS :  INTERIM 


FINAL  X 


STARTING  DATE:  April  1982 


DATE  OF  COMPLETION:  September  1982 


KEY  WORDS:  hearing  loss,  hearing  aids,  aural  rehabilitation,  adult, 
follow-up  survey 

TITLE  OF  PROJECT:  Followup  Survey  of  New  Hearing  Aid  Users 
PRINCIPAL  INVESTIGATOR(S) :  Charlene  K.  Scherr 

ASSOCIATE  INVESTIGATOR(S) :  Daniel  M.  Schwartz,  Gregory  A.  Antoine 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery /Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  SUPPLY 
COST: 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FEB  2  5  WR3 _ 


STUDY  OBJECTIVE:  To  describe  the  patient  acceptability  ratings  and  fre¬ 
quency  of  use  patterns  of  new  hearing  aid  users  who  received  a  brief  hour 
hearing  aid  orientation  at  the  Army  Audiology  and  Speech  Center. 


TECHNICAL  APPROACH:  This  study  was  an  evaluation  of  the  results  of  a 
followup  survey  of  patients  seen  at  the  Army  Audiology  and  Speech  Center 
for  a  brief  hearing  aid  orientation  following  hearing  aid  fitting. 


PROGRESS  DURING  FY-82:  Followup  questionnaires  were  obtained  from  377 
patients  and  subjected  to  statistical  analysis.  Additional  audiometric  data 
were  obtained  from  a  subsample  of  194  patients'  records.  The  audiometric 
data  were  then  employed  as  a  basis  to  examine  the  relationship  between 
hearing  loss  and  hearing  aid  usage  patterns.  These  results  were  reported  at 
a  professional  meeting,  and  a  manuscript  was  prepared. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  377  TOTAL  (TO  DATE):  377  BEFORE  COMPLETION  OF  STUDY:  377 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 
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CONCLUSIONS ;  The  results  indicate  that  the  patients  surveyed  use  their 
post-auricular  hearing  aids  extensively  in  a  variety  of  listening  environ¬ 
ments  and  that  they  report  few  problems  with  aid  use  in  general.  They 
continue  to  have  their  greatest  difficulty  listening  in  noisy  and  group 
situations  but  are  basically  well  satisfied  with  their  fittings. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

Scherr,  C.,  and  Schwartz,  D.  Follow-up  Survey  of  New  Hearing  Aid 
Uaers.  Presented  at  Summer  Institute  of  the  Academy  of  Rehabilitative 
Audiology,  Big  Canoe,  Georgia,  June  1982. 

Scherr,  C.,  Schwartz,  D.,  and  Montgomery,  A.  Follow-up  Survey  of  New 
Hearing  Aid  Users.  Manuscript  submitted  for  publication  in  the  Journal  of 
Che  Academy  of  Rehabilitative  Audiology. 


DATE:  30  Sep  82 


WORK  UNIT  NO 


2547 


STATUS:  INTERIM  X  FINAL 


STARTING  DATE:  1  September  1982  DATE  OF  COMPLETION:  1  September  1983 


KEY  WORDS:  voice  disorders ,  acoustical  analysis,  voice  quality 


TITLE  OF  PROJECT:  Acoustic  Correlates  of  Voice  Quality  Judgments 


PRINCIPAL  INVESTIGATOR(S):  Robert  A.  Prosek 


ASSOCIATE  INVESTIGATOR(S) :  Allen  A.  Montgomery,  Brian  E.  Walden,  John  M. 

Dobrowskl 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 

ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 
COST: 

ACCUMULATIVE  SUPPLY 
COST:  $574.00 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 
$17,000 

DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

_ gLii-isaj _ 

STUDY  OBJECTIVE:  To  determine  if  the  perceptual  properties  of  voice  quality 
can  be  related  to  acoustic  features. 


TECHNICAL  APPROACH:  Vowel  samples  produced  by  44  patients  diagnosed  as  uni¬ 
lateral  vocal  fold  paralysis,  vocal  nodules  and  vocal  polyps  are  the  speech 
material  to  be  used  in  the  study.  These  vowels  will  be  mixed  with  those 
produced  by  16  normal  talkers  and  8  talkers  with  laryngitis  and  presented  to 
a  panel  of  10  speech-language  pathologists  for  judgments  of  voice  quality. 
The  listeners  will  rate  each  voice  sample  on  eleven  scales:  1)  adequacy, 

2)  pitch  breaks,  3)  voice  tremor,  4)  excess  loudness  variation,  5)  loudness 
decay,  6)  harshness,  7)  hoarseness,  8)  breathiness,  9)  strained-strangled 
voice,  10)  voice  stoppages,  and  11)  pitch  variations.  The  "pitch  varia¬ 
tions”  scale  was  added  to  the  perceptual  variables  in  order  to  assess  slow 
changes  in  pitch  which  occur  during  the  production  of  the  vowel.  The  scale 
had  been  Inadvertently  omitted  from  the  original  protocol.  Each  vowel 
sample  will  be  classified  according  to  the  perceptual  scales  having  the 
highest  index  of  agreement  among  the  judges.  Acoustical  analysis  of  the 
voice  samples  will  consist  of  computer-based  measurements  of  the  spectral 
flatness  of  the  inverse  filter,  spectral  flatness  of  the  residue  signal, 
pitch  perturbation  quotient,  amplitude  perturbation  quotient,  pitch  ampli¬ 
tude,  coefficient  of  excess,  slope  of  the  pitch  amplitude  function,  change¬ 
over  frequency,  weighted  spectral  energy  and  fundamental  vocal  frequency. 

The  acoustical  and  perceptual  data  will  be  analyzed  using  profile  analysis 
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techniques  in  order  to  determine  if  different  patterns  of  acoustical  vari¬ 
ables  are  strongly  associated  with  different  voice  quality  labels. 


PROGRESS  DURING  FY-82:  The  stimulus  tape  consisting  of  the  vowel  samples  in 
a  random  order  was  prepared  and  listener  judgments  are  being  obtained  at  the 
present  time.  Complete  acoustical  analysis  will  begin  when  funds  are  avail¬ 
able  for  the  real  time,  narrow-band  analyser. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  0  BEFORE  COMPLETION  OF  STUDY:  44 

(recorded  voice  samples) 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  Not  applicable  at  the  present  time. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Not  applicable  at  the  present  time. 
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Date: 22  Oct  82 
Start ins  Date: 


Uo=s  Uvi r  ‘So.:  2610 


Status : _ !kt£R ih  XX _ Fi ::al 

Date  cf  Cop^lcTicm:  1983 


Key  Words;  ALG  -  Transplant  Rejection _ 

Title  cf  Project: 

Use  of  Anti lymphocyte  Preparation  in  Renal  Transplantation 


Pn  1  ?;c : ? AL  IwSSTj gator J.A.  Light,  COL,  MC 


Associate  IfivesriCAroR(s):  J.A.  Biggers,  K.  Qddenlno.  B.  Reinmuth,  S.  Metz 


Facility:  W3AMC 


Dept/Svc:  Dept  of  Surgery,  Organ  Transplant  Svc 


Accumulat ive  fSDCASE  Cost: 


Accumulative  Contract  Cost: 


FY -83  r'£ECAS£:  Contract  Cost: 


Surrey  Cost: 

$380.40 


Accumulative  Supply  Cost: 


Date  c.-  Co.'-uttfe  Approval  Qp  . 

Annual  Procress  Report  FEB  2  5  1983 


Study  Objective:  1.  To  improve  allograft  and  patient  survival  in  recipients  of 
renal  transplants.  2.  To  determine  whether  ALG  used  as  primary  treatment  for 

ra-j^tinn  auponin*  tfl  Al  C  urraA  ac  prnphyl avli;  j-B— tfeft  transplant 

”  “  /period  to  prevent  rejection. 


technical  Approach: 


Cadaver  transplant  recipients  were  randomized  to  receive  ALG  either  as  prophylaxis 
-or-  therapy  -for  allograft  rejection. — LymphnrytP  pmimprat-inn  and  classification  (over) 
Progress  Duai.-.s  FY-S2:  Twenty-two  additional  patients  have  been  treated  in  accordance 
with  this  protocol  in  the  past  year  (14-prophylaxis,  8-rejection  reversal).  To 
_datPr  5?  pat-iont-c  have  been  treated  with  ALG  (31  -prophylaxis.  21 -rejection  reversal 
flu-ass  o~  Subjects  Studied:  (over) 


FY  82j _  Total  (to  date) _  Before  Cc.’-w_etio.':  o.:  Study:  ?a 

Srcious/Urisx^EcrED  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 

The  risk  of  ALG  reaction  is  8%/course  of  ALG,  although  20*  of  patients  with  re- 

?o?nirifflrsts  may  exPgri'e"ce  a  -rigni  Ckant  reaction. - — - 

— •'■■■- -3-  —'ALG  reverses  93%  of  acute  rejection  episodes  compared  with  50%  for 
steroids.  The  use  of  ALG  is  associated  with  25%  improvement  in  one  year  graft 
survival.  It  appears  that  ALG  when  used  primarily  for  rejection  reversal  is 
as  effective  as  when  used  in  the  traditional  prophylactic  manner,  although 
definitive  conclusions  are  still  premature.  Adequate  numbers  of  patients  and 
adequate  followup  should  be  available  after  one  more  year  of  study.  The  dose  (over) 
Publications  os  Abstracts.  FY-82: 

Sequential  Anti  lymphocyte  Globulin  (ALG)  Therapy  (Rx)  Improves  Graft  and  Patient 
Survival.  Presented  August  1982,  IXth  International  Congress,  Transplantation 
Society.  To  be  published  in  Transpl  Proc  15,  1983. 
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TECHNICAL  APPROACH;  (Cont)  and  biopsies  were  routinely  performed.  Rejected 
grafts  were  removed  and  examined  microscopically,  and  eluted.  Eluates  were 
analyzed  for  immunoglobulins  and  HLA  specificity. 


PROGRESS  DURING  FY82;  (Cont)  842  of  patients  experienced  at  least  one  re¬ 
jection  episode.  Twenty-one  of  the  31  patients  in  the  prophylaxis  group  hive 
functioning  grafts  (682).  These  31  patients  experienced  a  total  of  46  rejec¬ 
tion  episodes  (1 .5/patient)of  which  35  were  treated  with  ALG,  all  but  3  suc¬ 
cessfully.  402  of  this  group  experienced  allograft  rejection  while  receiving 
ALG  proplylaxis  suggesting  the  dose  utilized  for  prophylaxis  was  suboptlmal . 
Sixteen  of  21  patients  in  the  rejection  reversal  group  are  still  functioning 
(762).  There  have  been  42  rejection  episodes  (2.0/pt),  31  of  which  were 
treated  with  ALG,  all  but  3  successfully.  Serum  creatinines  are  similar  In 
both  groups.  Two  patients  in  the  prophylaxis  group  and  1  patient  in  the  re¬ 
jection  reversal  group  are  chronically  rejecting.  One  prophylaxis  patient 
died  6  months  post  transplant  from  an  MI  (SCr  -1.6  mg/dl). 


CONCLUSIONS:  of  ALG  has  been  Increased  to  30  mg/kg/qd  x  14  days  in  the 
prophylaxis  group  from  20  mg/kg/qd  x  10  days  and  20  mg/kg/qod  x  10  days. 
Groups  using  larger  dose  have  about  452  acute  rejection. 
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Date: 1ft  Oct  82 1  Way  l**»T  fa.:  2615 


Status:  Interim  XX _ Fk:al 


Start i  ««s  Date: 


Date  of  Collet i cm: 


Ksy  Ifefias; 


Title  c?  Project:  Serum  Beta  2  Microglobulin  (B2M):  An  Adjunctive  Monitoring 
Test  in  Renal  Transplantation 


_PRtf_:C[?AL  lwe$TlC-AToa(s>:  J  ,  A .  light,  COL,  Mr.. 


Associate  ImvesticatosIs):  J.A _ Riggers-,_U _ Hayps,  R.  Rpinmuth 


Facility:  KRA‘!C 


Accumulative  rlEOCASE  Cost: 


0r(lan  Transplant  Svc 


ACCUMULATIVE  CCHTRACT  COST: 


FY-83  rEDCASS:  Contract  Cost:  Supply  Cost: 
&jm  _  151.935,01 


Accumulative  Supply  Cost: 


Date  op  Ccjv-uttee  Approval  Op 
Annual  Progress  Report  FfcB  2  5  1RP3 


SDi3L^=SILV£:  Assess  the  value  of  B2M  in  monitoring  renal  function,  allograft 
rejection  activity,  impact  of  immunosuppression,  and  infection  on  the  trans- 

t  . — — . — : — — : - — .  .. 

-  Serum  is  collected  and  ahajyzed  daily  and  compared  with  other 

standard  clinical  parameters. 


Progress  Curing  FY-82:  Approximately  1500  analyses  were  performed  on  43  additional 
patients  in  FY82  (all  together  5200  analyses  on  146  patients).  B2M  tests  have 
hpen  mn_pypry  day  that  a  Rprum  Creatinine  determination  was  made,  (over) 
fiur-sea  0?  Su3jects  Studied: 


FY-82:  43  Total  (to  date ):  146 _  Before  Completion  op  Study: 

ScR tOUS/UflEXPECTED  SlDE  EFFECTS  IN  SU3J:CTS  PARTICIPATING  IN  Pr3J~CT(iF  NONE  SO  STATE): 


§2MiiS  a  sensitive,  reliable,  reproducible  test  that  is  a  better 
indicator  of  allograft  rejection  activity  than  other  available  parameters. 

It  aids  significantly  the  differential  diagnosis  of  infection,  obstruction, 

ATN  and  rejection.  The  reasons  for  BMV  elevation  in  viremia  is  intriguing 
and  will  be  further  investigated.  B2M  elevations  after  therapy  appear  to 
signal  ongoing  allograft  rejection  and  suggest  that  further  antireiectinn  (over) 
Publications  o.r  Abstracts.  FY-82: 


Serum  Beta-2-Microglobulin:  An  Adjunctive  Monitoring  Test  in  Renal  Trans¬ 
plantation,  J.A.  Light,  J.A.  Biggers,  M.R.  Alijani,  M.  Smith,  &  K.  Oddenino, 
Proc  Clin  Dial  Transpl  Forum  10:67-72,  1980  (published  July  82) 
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Progress  During  FY82:  (Cont)  Eighty-one  patients  having  111  identifiable 
rejection  episodes  were  analyzed  in  depth.  The  B2M  predicted  the  rejection 
episode  before  the  SCr  in  73%  of  cases  (49/67)  by  a  mean  of  4  days,  and  con¬ 
firmed  the  diagnosis  in  the  remainder.  There  were  no  false  negative  tests. 

In  7  identifiable  cases  of  isolated  CMV  infection,  the  B2M/SO  ratio  in¬ 
creased  to  8.0  (normal  2. 5-3.0,  rejection  4-5).  In  3  cases  of  ureteral  ob¬ 
struction  the  B2M  remainded  unchanged  while  the  SCr  doubled.  In  7  rejection 
epiosdes  the  B^  did  not  return  to  normal  levels  (the  SCr  did).  Six  of  7 
had  subsequent  rejection  within  2  weeks.  In  55  rejection  episodes  where  both 
parameters  returned  to  normal  levels,  only  29  had  subsequent  rejection  occur¬ 
ring  after  1  month. 


Conclusions:  (Cont)  treatment  should  be  employed.  B2M  levels  also  correlate 
with  graft  survival .  Further  research  is  needed  to  improve  test  automation 
and  to  develop  better  correlation  with  other  assays  for  the  differential 
diagnosis  of  rejection  and  viral  infection. 
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Date : 22  Oct  82  |  Vjggc  Cnit  fio.:  2617 
Starting  Date: _ 


_ I  Status:  Interim _ XX  Final _ 

Date  c:f  CggtETiow _ 

Key  Uords: _ _ _ _ _ _ _ 

Title  cf  Project:  Lymphocyte  depletion:  Immunosuppression  for  Renal  Transplantation 


Principal  Investigator's):  J. A.  Light..  COL.  M£  -  J.A.  Biqqers,  HAJ,  MC 


Associate  InvsstigatorIs):  D.M.  Strong.  S.  Metz.  K.  Oddenino 


Facility:  KtfMC 

Ll — yn?U — Xs — "VVfcl .N.  y^wuiny _ - 

1  Dept/Svc:  Dept  of  Surg,  Organ  Transplant  Svc 

Accumulative  fiEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  REDCASE:  Contract  Cost:  Supply .Co^t: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FFR  9  «;  inrn 

1 

Study  Objective:  Alter  immune  system's  response  to  sensitized  transplant  antigens 
by  lymphocyte  depletion. 


technical  Approach:  Cannulation  of  thoracic  duct  and  drainage  of  whole  lymph  for 
6  weeks.  Lymph  is  cell  depleted  by  centrifugation  or  freeze  thaw  killing 

and  reinfused  daily. _ 

Progress  During  FY-82:  Three  additional  patients  have  had  successful  thoracic 
duct  drainage.  One  patient  transplanted  with  a  positive  crossmatch  failed 
at  2  months  due  to  rejection.  Two  patients  transplanted  with  negative  (over) 
Number  of  Subjects  Studied: 

FY-82:  3  Total  (to  oats) :  1 1  Before  Completion  of  Stuoyj _ 

SERIOUS/!!, '(EXPECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PnOJECT(]F  NONE  SO  STATE): 

None 

Concujbions:  One  year  graft  survival  In  patients  with  positive  crossmatch  kidneys 
is  502  with  pre  transplant  preparation  by  lymphocyte  depletion.  Overall  actual 
graft  success  In  all  patients  transplanted  after  lymphocyte  depletion  is  56%. 

TDD  is  the  only  accepted  method  of  preparation  for  highly  sensitized  patients, 
but  the  mechanism  remains  elusive  despite  substantial  investigation.  New  tech- 
nology  is  expected  in  FY83  to  further  investigate  the  basic  immunological  events. 
Publications  or  Abstracts,  FY-82: 

Successful  Renal  Transplantation  (Tx)  Despite  Positive  T  Cell  Crossmatch  with 
Pre  Transplant  Lymphocyte  Depletion  (LD),  Biggers,  J.A.,  Light,  J.A.,  Strong,  D.M 
Metz,  S.,  Detrick-Hooks,  B.  Submitted  to  IXth  International  Congress,  Transplanta 
tion  Society,  Mar  1982.  (not  accepted) 


\ 
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Key  iipRDS: _ _ _ _ _ 

Title  cf  Project:  Lymphocyte  depletion:  Immunosuppression  for  Renal  Transplantation 


Principal,  Investigator's):  J .A.  Light..  COL.  MC  -  J.A.  Biogers.  MAJ,  MC 


Associate  IhvestigatorCs):  D.M.  Strong.  S.  Metz.  K.  Oddenino 


Facility:  VP.AKC 


Dept/Svc:  Dept  of  Surp ,  Organ  Transplant  Svc 


Accumulative  fiEOCASE  Cost: 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 


FY-83  i'ECCASt:  Contract  Cost: 


Date  of  Committee  Approval  Op 
Annual  Progress  Report  PERjj-mz 


Study  Objective:  Alter  immune  system's  response  to  sensitized  transplant  antigens 
by  lymphocyte  depletion. 


technical  Approach:  Cannulation  of  thoracic  duct  and  drainage  of  whole  lymph  for 
6  weeks.  Lymph  is  cell  depleted  by  centrifugation  or  freeze  thaw  killing 

.and_rgi.gfused.. daily, _ 

Progress  Du?. i no  FY-82:  Three  additional  patients  have  had  successful  thoracic 
duct  drainage.  One  patient  transplanted  with  a  positive  crossmatch  failed 
at  2  months  due  to  rejection.  Two  patients  transplanted  with  negative  (over) 
Humber  of  Subjects  Studied: 


FY-82:  3  Total  (to  date)  :  1 1 _  Before  Completion  of  Study: 


Sericus/Unex^ected  Side  Effects  in  Subjects  Participating  in  Projector  none  so  state): 

None 

CpNgusions: pne  year  graft  survival  in  patients  with  positive  crossmatch  kidneys 
is  50?  with  pre  transplant  preparation  by  lymphocyte  depletion.  Overall  actual 
graft  success  in  all  patients  transplanted  after  lymphocyte  depletion  is  56?. 

TDD  is  the  only  accepted  method  of  preparation  for  highly  sensitized  patients, 
but  the  mechanism  remains  elusive  despite  substantial  investigation.  New  tech- 
nology  is  expected  in  FV83  to  further  investigate  the  basic  immunological  events. 
Publications  or  Abstracts.  FY-82: 

Successful  Renal  Transplantation  (Tx)  Despite  Positive  T  Cell  Crossmatch  with 
Pre  Transplant  Lymphocyte  Depletion  (LD),  Biggers,  J.A.,  Light,  J.A.,  Strong,  D.M 
Metz,  $.,  Detrick-Hooks,  B.  Submitted  to  IXth  International  Congress,  Transplanta 
tion  Society,  Mar  1982.  (not  accepted) 
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PROGRESS  DURING  FY82:  (Cont)  crossmatches  have  functioning  kidneys  one 
month  and  4  months  post  op. 

Overall  Progress:  Eleven  patients  have  had  attempted  thoracic  duct  drainage. 
Two  had  no  major  thoracic  duct  which  could  be  cannulated.  Three  patients 
were  transplanted  with  negative  crossmatch  kidneys  (2  of  3  successful,  all 
successful  at  6  months).  Six  patients  were  transplanted  with  positive  cross¬ 
match  kidneys.  Two  had  hyperacute  rejection  and  loss  of  their  grafts.  One 
had  acute  rejection  and  loss  of  her  kidney  at  2  months.  The  remaining  3 
patients  have  functioning  kidneys  14  months,  19  months  and  24  months  post 
transplant.  The  project  also  supplies  lymph  for  WU  #2621  and  WU#1327-81. 

The  cells  are  also  used  to  supply  IL-Z  for  long  term  cell  culture  studies 
at  NCI,  NMRI  and  USUHS. 


r 


Date:  25  Oct 


IhtTfla.:  2618 


Status:  ImtRiM  XX _ Fi:»l 


Starting  Date:  August  1980 


Pate  of  Collet  ion: 


Key  Words: 


Title  cf  Project:  intentional  Donor  Specific  Pretransplant  Transfusion 


Principal  1ip/f.stioatoh(s):  J.A.  Light.  J.  Kumar 
Associate  ImvestioatorCs):  J.A.  Biggers,  S.  Metz,  K.  Qddenino 
Facility:  ViRANC 


Dept/Svc: nppt  of  Suroprv.  Organ  Transplant  Svc 


Accumulative  PJEOCASE  Cost: 


ACCUMULATIVE  CONTRACT  COST: 


FY-83  FEDCASE: 


Contract  Cost:  Supply  Cost: 
_  $1,830.66 


Accumulative  Supply  Cost: 


Date  of  Committee  Approva-Of 
Annual  Procress  Report  rto  c  5  1983 


Study  Objective:  1 .  Decrease  incidence  of  rejection  &  improve  long  term  results  of 
transplantation.  2.  Determine  which  type  of  blood  is  most  efficient.  3.  Determine 

antibody  production  to  T  8 . B  Vympliocytes  Arred  cell  aiTtigens~~with  the  types  of 

TCCHN:y.L /. PROAoc/transfus ion .  4.  Measure  MLC  &  CML  responses  before  &  after  trans- 
TECHNICAL  MODIFICATION:  (over)  fusion./ 


Progress  During  FY-82:  Fifteen  additional  donor-recipient  pairs  have  been  trans¬ 
fused  according  to  the  stored  DST  protocol.  Thirteen  have  been  transplanted, 

11  successfully.  One  kidney  was  lost  to  hyperacute  rejection  and  1  to  acute  (over) 

Number  o?  Subjects  Studied: 


FY-82:  i  q  Total  (to  date)j _ 97  Before  Completion  of  Studyj _ ^CL 


Ser lOus/Uf expected  Side  Effects  in  Subjects  Participating  in  ProjectC:-  none  so  state): 

None 

Conclusions:  Sensitization  Is  a  severe  risk  when  fresh  DST  are  used.  Four  of  7 
patients  on  the  protocol  were  sensitized.  Stored  DST  on  the  other  hand,  offers 
a  minimal  risk  of  sensitization.  Although  the  incidence  of  acute  graft  rejec¬ 
tion  has  been  comparable  to  previous  haploldentical  living  related  transplants 
(13/16  as  opposed  tol8/24),  the  severity  of  the  rejection  episodes  have  been 
mild  and  the  long  term  survival  results  excellent  (88%  vs  68%  at  1  year).  Studies 
Publications  or  Abstracts.  FY-82: /are  underway  to  identify  underlying  mechanisms. 

1.  Fresh  Vs  Stored  Blood  in  Donor  Specific  Transfusion,  Presented  1st  Inter¬ 
national  Transfusion/Transplant  Conference,  Los  Angeles,  Feb  1982.  Published 
Transpl  Proc,  Vol  XIV,  No. 2  (June),  296-301,  1982. 

2.  Donor  Specific  Transfusion  without  Sensitization.  Presented  to  Amer  Society 
of  Transplant  Surgeons,  Chicago,  IL,  June  1982.  Transplantation,  in  press, 

Dec  1982. 

3.  Donor  Specific  Transfusion  with  Minimal  Sensitization.  Presented  to  IX  Inter¬ 
national  Congress,  Transplantation  Society,  Brighton,  England  Aug,  1982. 

To  be  published  Transpl  Proc  15,  1983. 

(over) 


i 
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TECHNICAL  MODIFICATION:  (Cont)  The  question  of  which  blood  product  to  use 
seems  to  be  relatively  clear  from  the  data  collected  on  the  patients  treated 
under  this  protocol  as  it  currently  exists.  A  modification  to  address  diff¬ 
erent  aspects  of  DST  has  been  written  and  approved. 

In  order  to  address  the  need  for  recipient  exposure  to  donor  antigen,  the 
recipient  population  will  be  divided  into  two  groups:  1.  one  group  will  re¬ 
ceive  blood  from  the  intended  kidney  donor  and  2.  the  other  group  will  be 
transfused  with  blood  from  an  unrelated  donor  who  shares  the  HLA  antigens 
shared  by  the  donor  and  recipient  but  lacks  the  antigens  that  the  donor  does 
not  share  with  the  recipient.  All  transfusions  will  be  collected,  stored, 
crossmatched  and  administered  as  before. 

In  order  to  address  the  mechanism  of  the  transfusion  effect,  suppressor 
cell  assays  will  be  performed  on  recipients  who  will  be  transfused  locally. 

Blood  samples  will  be  collected  between  transfusions  and  pretransplantation 
and  tested  for  the  presence  of  suppressor  cell  subpopulations.  Functional 
suppressor  cell  assay  will  be  done  in  conjunction  with  the  mixed  lymphocyte 
culture.  Suppressor  cell  surface  markers  will  be  assessed  using  the  FACS. 

At  the  time  of  each  transfusion,  an  aliquot  of  the  transfused  blood  will 
be  saved  for  FACS  analysis  (only  when  FACS  is  available)  in  an  effort  to 
assess  the  cellular  components  of  the  stored  unit. 

The  patients  to  be  included  in  this  study  will  be  expanded  to  include  HLA 
identicals  as  well  as  haploidenticals.  At  the  University  of  Alabama,  a 
similar  protocol  has  yielded  similar  results  in  the  haploidentical  group. 

In  addition,  they  have  used  stored  DST's  in  HLA  identical  recipients.  Only 
1/15  experienced  rejection  post  transplant.  In  our  HLA  identical  series, 
where  the  recipients  receive  deliberately  3  units  of  random  blood  prior  to 
transplantation,  10/16  have  experienced  acute  rejection  episodes.  We  have 
elected  to  extend  to  our  HLA  identical  patients  the  same  protocol  as  is  used 
for  haploidentical  recipients,  and  to  delete  random  donor  transfusions,  ex¬ 
cept  where  medically  indicated. 

PROGRESS  DURING  FV82:  rejection  (ruptured  kidney)  6  weeks  post  op.  Two 
patients  developed  a  positive  T  cell  crossmatch  post  stored  OST  and  could 
not  be  transplanted  with  their  intended  OST  donor.  (One  additional  patient 
(TC)  was  entered  on  the  fresh  OST  protocol.  This  patient  developed  a  strong 
T  cell  positive  crossmatch  after  the  first  transfusion.) 

No  patients  developed  RBC  antibodies.  This  aspect  of  the  study  is  dis¬ 
continued.  ULC  and  CML  responses  changed  in  an  unpredictable  manner.  Lympho¬ 
cytes  are  still  collected  and  frozen,  but  run  now  in  retrospect  in  a  single 
matrix  in  selected  patients. 

Pilot  studies  on  the  effects  of  storage  on  cellular  constitutents  of  blood 
from  normal  donors  have  been  performed  and  suggest  selective  loss  of  T  cells 
as  blood  ages.  Further  studies  are  in  progress. 

PUBLICATIONS  OR  ABSTRACTS:  (Cont) 

Poster  Presentation? 

1.  Antibody  Formation  In  Fresh  Vs.  Stored  Donor  Specific  Transfusion.  Pre¬ 
sented  Feb  1982  to  the  American  Association  of  Clinical  Histocompatibility 
Testing,  San  Francisco,  CA. 

2.  Cellular  Characteristics  of  Stored  Blood  Used  for  Transfusion.  Presented 
Feb  1982  to  the  American  Association  *  Clinical  Histocompatibility  Testing, 
San  Francisco,  CA. 
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NET  \'G>>2>S: 


Title  cr  ProjcCi.  u$e  of  stero^cis  for  Transplantation  Rejection 


Pri'.c:?AL  !!r.*f.ST!5ATCs's>:  J-A.  Light,  COL,  MC 


Study  Osjectivh:  1.  To  determine  the  most  effective  means  of  administering  high 
dose  steroids  for  the  treatment  of  acute  allograft  rejection.  2.  To  quantitate 

M  4  n  1  1  Al.l  4  n  SI  A  f 


pjcw Patients  who  were  rejecting  their  transplants  were  to  be  randomized 
to  receive  Solumedrol  either  5  mg/kg  IV  BID  or  10  mg/kg  IV  QD  and  to  have  serial 


Prc-3>=ss  Cj3!.-:g  FY-S2:  No  patients  were  entered  into  this  protocol.  The  ability  to 
measure  lymphocyte  subsets  failed  to  materialize  again  in  1982.  We  still  feel 
the  question  is  worth  addressing  and  recommend  continuing  the  protocol  in  inactive 

flu.3c.-i  o?  Susjicts  Studied:  statis/ 


FY-S2j _  Total  (to  date)j_ _  Eefcp.e  CcplETic::  c.-  Studyj. _ 

SeRlOUS/U.’:sX?SCTeO  SlDH  LrrcCTS  Cl  SuS.ECTS  .pA’.7;ci?.\ri;:3  ;n  PROJECTOR  I. DTE  3D  STATE )  : 

_ _  N/A 

—  —  Presumably  the  project  v/ill  be  activated,  probably  in  modified  format 

sometime  this  year.  A  protocol  addendum  will  be  submitted. 


1 
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f 

} 

l  • 


Oat 


•£:  77  nrt  ftJ  Way  jlvi r  Ifo. :  7fi?1  (  7K1  7 _ U>I'\lul :_JnJJ " *?> - 


Sta^ti.vj  Date:  February  1981 


Pat;  cf  Co^-LcT  i o:i : _ February  1984 


Ke>  \iyos:  Lipoproteins  -  Thoracic  Duct  Drainage 


j  « _ *  _  .  -  _  — —  -  —  —  ■  ■  - 

Title  cf  Project:  The  Metabolism  of  Lymph  Lipoproteins  in  patients  undergoing 
Thoracic  Duct  Drainage,  Addendum  to  WU  #2617 


PrrXiFAL  Irr/ssTsc-ATc^'sl:  Jimmy  A.  Light,  MD 


Associate  IrvESTiOAToaCs):  F..1.  Sc 

haefer^  MD.  B.  Brew--.,.  MD.  &  Jeffrey  Hoep,  MD 

Facility;  K?.A‘:C  ward  4ft 

Tcft/Svcl  Dept,  of  Sure 

..Jeans pi  ant  Svc 

Accumulative  icCCASE  Cost: 

None 

Accuv-uativ;  Contract  Cost: 

_ None _ 

/ccu-i'XATiV;  S.’fly  Cost: 

None 

FY-83  F£I>CASS:  Contract  Cost:  Supply  Cost: 

Nnnp  None  None 

D-ue  cf  Cc-.'!:t7Ec  7?y?.o-,-al  Cj- 

/nnual  Process  P.epcf f  Jan.  26,  1982 

Stuov  Osjicrivs:  To  study  the  metabolism  of  lymph  lipoproteins  in  vivo  and'  in  vitro 

lymph  lipoproteins  and  their  precursors  are  isolated  following  various  dietary 
manipulations.  -Rad ioiod-i rated-  a-nd  rai-nfusad  in  -selected-situations . — Ihfi_i sol ated 
tTcf < : c/.i-  A3-fq;:h:  lipoproteins  are  extensively  studied  in  vitro  with  a  variety  of 
sophisticated  biochemical  techniques  at  the  NIH. 

Pws~;s  friTi.-.s  FY-S2:  Lymph  lipoproteins  from  5  additional  patients IjhdergbTng 
thoracic  duct  drainage  have  been  studied.'- Tremendous  progress  has  been  made. 

A  new  isoform  of  A-l  apoprotein  has  been  isolated  from  lymph  following  fat  (over) 

ftuac.i  of  SjjJicrs  Studies: 

FY-S2j _ 5L___  Total  {to  sat;1:  a _  B:fgs;  C:--¥>UTic-:  c;  St.:x:  #  of  pts  under 

- - - - r - - - g<wTg-thoracic-  duct  drainage 

SiPlC-iS/u'.z/SzCTzS  S.'Ci  LrrfCT5  i'l  S'.'i.E.TS  TV.”:  Z ' T ITS  i'i  F'0«'EC“(  IF  SO  S'A":/: 

None 

Cc  r.’jj.'o-:;:  The  study  of  lymph  lipoproteins  precursors  is  contributing  signifi¬ 
cantly  to  the  understanding  of  lipoprotein  metabolism  which,  in  due  course,  will 
have  direct  impact  on  our  understanding  of  arteriosclerotic  cardiovascular  disease. 


Fuse i cat  ions  c?.  Abstracts.  FY-S2; 

Publication:  Apol ipoprotein  A-l  Isoforms  in  Human  Lymph;  Effect  of  Fat  Absorption, 
Ghaselli ,  G.,  Schaefer,  E.,  Light,  J.A.,  Brewer,  B.  Jour  Clin  Invest  (in  press) 
1982. 

Abstract:  Apol ipoprotein  A-l  Polymorphism  in  Human  Lymph;  Effect  of  Fat  Feeding. 
Ghaselli,  G.,  Schaefer,  E.,  Zech,  L.,  Light,  J.A.,  Brewer,  B.  Arteriosclerosis 
(in  press)  1982. 
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PROGRESS  DURING  FY82:  feeding.  This  isoform  is  the  precursor  for  A-l  apoprotein 
which  is  a  major  constituent  for  high  density  lipoproteins.  This  new  isoform 
has  only  been  found  previously  in  Tangiers  disease  patients  and  has  an  extremely 
short  half  life  in  the  serum.  It  is  dependent  upon  a  specific  kind  of  diet  and 
has  not  been  previously  studied  extensively.  The  plans  are  to  continue  the 
study  of  this  protein  which  has  an  extremely  short  half  life,  to  isolate  it, 
determine  its  amino  acid  sequence,  and  to  study,  its  regulation  of  apoprotein 
metabolism  in  HTL  levels.  In  addition,  chylomicron  remnants  isolated  from  the 
lymph  will  be  studied  in  vitro  with  a  liver  membrane  system  to  further  examine 
the  metabolism  of  these  lipoproteins. 
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Cm:  r 


Starting  Da  re: 


_ Status,  [ktcrui 

Date  OF  fo'H  ctiON  : 


Title  cf  Project:  Immunological  Monitoring:  Whole  Blood  Blastogenesis  Levels 
and  Relationship  to  Graft  Rejection  Episodes  in  Renal  Allograft  Recipients 


Principal  IwEsncArcs's) : 


AsSCCIATt  It'.VcSTIGATOn(s): 


Facility:  WRAtIC 

Dept/Svc:  Dept  of  Sure 

Accunulat ive  rEDCASc  Cost: 

Accumulative  Contract  Cost: 

FY-85  r£CCAS£:  Contract  Cost:  Supply  Cost: 


Date  of  Cavil  tiec  k^RO'MuLFn  _  „  _ 
Annual  Progress  Report  TEd  2  5  198? 


Study  Objective:  To  ascertain  spontaneous  blastogenesis  levels  in  the  whole  blood 
of  renal  allograft  recipients  and  determine  whether  or  not  the  variation  of 


foaoACH :  this  2  hour  test  using  unseparated  blood  sample  measures  the 
"turned  on"  state  of  absolute  numbers  of  lymphocytes  -  as  found  in  peripheral 


Ey-l'/ft.  /by  tritiated  thymidine  uptake. 

No  experimental  work  has  been  performed  on  this  protocol  in  FY82  for  the 
following  reasons: — jj^Luffirign^t-gr-hnycal  staff  rnmhined  with  low  probabi  1  i ty 
f!u«3e, a  Or  »j3Jccts  Studied:  /of  yielding  significant  new  information.  Recommend 

FY-82j _  Total  ’ _  Before  Completion  of  Study^ _ 


ScRlCUS/llflSXRSCTED  Sl-DE  EFFECTS  IM  S'J3JECT5  PARTICIPATING  ITI  PrOJ£CT(  IF  {'ONE  SO  STATE): 


Conclusions: 


Publications  or  Abstracts.  FY-82: 
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Date:  4  Feb  83(^21)osk  Uv;t  No.: 

2623 

Status:  Ihterim  XX  F 1  ::a  _ 

ESBSESMHHMI 

Date  c-  1 

Cor^lc  Tl  Oil: 

Key  loos: 

Title  c?  Project:  Immunological  Monitoring:  Determination  of 
Levels  in  Serum  of  Post  Transplant  Patients  &  Correlation 
Allograft  Rejection 

C-Reactive  Protein  (CRP) 
of  those  levels  with 

ppr^^Aj.  It.-vest  ioatcr'sI : 


J.A.  Light,  COL,  MC 


Associate  IhvcStigatosCs?: 


W.  Hayes 


Facility:  V?. A'-'C 


Accu'L-jvtivs  rcDCASc  Ccsr: 


^?T/Sv:_:_D£Qt  gf  Surgery.  Organ  Transplant  Serv i c e 


A;cu' illative  Contract  Cost: 


FY-83  r£TC/«S£ :  Contract  Cost:  Slprly  Cost: 


Accu'w.at ; vi  S.^Ply  Cost: 


Da  re  c?  Cc  . ttfc  />>?.  oval  0= 

/v,w>l  Pro cress  Report  PER  2  5  fflfll 


Stoqy  Osjicnv;:  To  establish  a  productive  test  to  aid  in  early  recognition  of  re¬ 
jection  of  allograft  and  permit  more  appropriate  and  effective  treatment  of  post 

transplant-  patients. - 

Ted-  ■ ■  c/.l  Af-ovcm:  /\  k-jt  for  testing  C-reactlve  protein  using  the  radial  immuno 
diffusion  technique  has  been  standardized  for  use.  The  sera  are  added  to  the  plate 
_  and  ..the.  d.iampt.prs  of  the  resulting  preciptin  ringc  arp  mpacurpri.  Ppi'ly  sp>>lim  samples 
Priosriss  C:;a;::s  FY-S2:21  patients  were  studied  serially  during  a  variety  /are  tested, 
of  infection  and/or  rejection  syndromes  following  renal  transplantation.  See  the 
attached  abstract  submitted  &  accepted  by  the  3rd  International  Immunological  Moni- 
fij.'-scv  o.-  Subjects  Stuo : ia :  toring  Symposium.  See  below. 


FY-22: 


21 


Total  (to  oato):  49 


BoFCP.z  C'-PLETiC'.' 


ricir  ~ j;:3  in  P.*M£C7( if  i  s:  sta”): 


ScRICJS/u'.E/‘A£C7E2  SlCE  Cr^ECTS  i'N  $'..'3.:CT>  Pa 

_ None _ 

CcAt'-LSio.vj:.  CRP  assays  have  not  been  particularly  useful  monitoring  tests  in  this 
institution.  A  particular  series  of  patients  with  viremia  are  an  interesting 
subset  for  further  study  during  this  year.  There  is  a  newer  technique,  both 
simpler  and  faster,  called  rate  nephelometry  which  we  intend  to  investigate. 


Publications  c ?.  A3Stsacts.  FY-S2: 

Poster  presentation  at  3rd  Int  Imm  Monitoring  Symposium  21-24  November  1981, 
Miami  -  Nonspecific  Monitoring  for  Transplant  Rejection:  Beta  2  Microglobulin 
and  C-Reactive  Protein.  Light,  J.  etal.  A  manuscript  is  being  created. 
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i  Date: 22  Oct  82  1 

[  Starting  Date : 

Key  'Words: _ 

Title  cf  Project: 
Culture  Assays 


'■•toy  Unit  fto. :  2624 


_ I  Status:  Interim  XX  Fima!. 

Date  of  Collet  ion: _ 


Immunological  Monitoring:  A  mini  Micro  Technique  for  In  Vitro 


Principal  IwgsTiGAToaCsh  j.a.  light.,  rni  t  Mr 


Associate  Investigators):  p.M.  Strong,  F.  May 


ML _ _ . - ■  Pjlq a n  Transplant  Svc 

Accumulative  rHJCASE  Cost:  f  Accumulative  Contract  Cost:  f  Accumulative  Supply  Cost: 


FY-83  f,‘ECCASE :  Contract  Cost: 


Supply  Cost: 

S3. 065. 80 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5 


Sjuoy  Objective ;  To  adapt  the  Terasaki  microplate  culture  system  of  O'Brien, 

Knight,  et  al ,  1979,  for  use  in  assessing  immune  response  in  transplant  patient 

technical  Approach:  _ _ _  !  T~  ~~  "  population. 

Terasaki  microplates  are  used  in  place  of  the  more  commonly 
used  Lindbro  microtiter  plates  for  performance  of  such  lymphocyte  culture 

df, ^ ‘T, ^ ^  L« 1 ' | he  numbe,  uT  cells  (over) 

; -  Me  have  found  that  this  method  is  well  suited  to  the  primed 

lymphocyte  assay.  One  tenth  the  number  of  cells  used  in  the  conventional 

1S^oF3SuBdj°?rsaS^!ar:  d^ertminati<^response  response  in  primed  cells). (over) 

FY-82: _  Total  (to  date): 


Before  Completion  of  Study:  20 


Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 


_ Mane _ ; _ _ _ 

Conclusions:  This  technique  is  being  very  successfully  used  for  all  the  bl'asto- 
genic  assays.  Additional  tests  are  necessary  for  statistical  calculation. 


Publications  or  Abstracts.  FY-82: 

Primed  Lymphocyte  Testing  Using  Mini  Microculture  Technique.  Metz,  S., 
Slmonls,  T.,  May,  F.,  Light,  J.A.,  Strong,  D.M.  Poster  session  at  AACHT, 
San  Francisco,  May  1982. 


357 


i 


TECHNICAL  APPROACH:  (Cont)  are  used  in  this  technique  as  compared  to  the 
larger  system.  Incubation,  pulsing  and  harvesting  are  done  in  a  fashion 
comparable  to  the  more  common  system. 


PROGRESS  DURING  FV82:  (Cont)  Additional  numbers  of  donor-recipient  pairs 
need  to  be  tested  for  MIC  using  this  method  and  the  conventional  method  In 
order  to  establish  stimulation  Index  and  relative  response  ranges  that 
correlate  with  graft  survival. 
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Date : 22  Oct  821  Vfay  (kit  (to.:  2625 


Start  i;js  Date: 


_ 1  Status:  lures ih  xx  Final 

Date  cf  Completion:  _ 


Key  Uqrds: _ _ _ 

Title  cf  Project:  Immunological  Monitoring:  Determination  of  Histocompatibility 
between  Renal  Transplant  Donors  and  Recipients  Using  Primed  Lymphocyte 
Typing  (PLT) _ 


Prikcipal  Invest ic-AToa(s):  J.A.  Light,  COL,  MC 


Associate  Investigators):  .  P.M.  Strong.  S.  Metz.  F.  Mav 


Facility:  KRANC 

Dbpt/Svc:  Deot  of  Sur 

g.  Organ  Transplant  Svc 

Accumulative  rEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  r'ECCASE:  Contract  Cost:  Supply  Cost: 
£4.000.00  _  ...  SI  .400.72 

Date  cf  Committee  Appro'll,  Of 

Annual  Progress  Report  FEB  2  5  1983 

Study  Objective:  To  determine  the  role  of  HLA-D  related  antigen  specificities 
in  renal  allograft  survival  using  primed  lymphocyte  testing  as  a  means  of 

detecting  histocompatibrl-rty. - — - — - 

technical  Approach:  All  donor-recipient  pairs  are  B  cell  typed  using  the  nylon 

column  separation  technique  and  microcytotoxicity  test.  Cells  on  these  pairs 

_ac&.  frozen  far-retrospective  testing. _ Lymphocytes  primed  t-0  the  various  HLA-D  (over) 

pRooaeSS  Duai no  FY-82:  Freezing  of  lymphocytes  on  donor-recipient  pairs  has  con¬ 
tinued  with  25  additional  pairs  stored  (total  50  pairs).  Expansion  of  primed 
typing  cells  began  in  Nov-Dec  1981  but  ceased  when  tech  resigned.  Expansion  (over) 

fiUMBeft  OF  $U3JECTS  STUDIED: 

FY-82:  pc  Total  (to  date);  sq _  Before  Completion  of  Studyj _ 

Serious/Unexpected  Side  Effects  in  Susjects  Part icipat ins  in  Pwjscr(ir  rone  so  state): 

None 

Conclusions:  None  at  this  time 


Publications  or  Abstracts.  FY-82: 
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TECHNICAL  APPROACH:  (Cont)  region  specificities  are  expanded  in  culture 
using  T  cell  growth  factor.  These  primed  cells  are  mixed  in  culture  for  2 
days;  trltiated  thymidine  uptake  measures  blastogenesis.  Serologically 
defined  DR  antigens  are  compared  with  PLT  assignments  and  these  are  corre¬ 
lated  with  graft  survival. 


PROGRESS  DURING  FY82:  (Cont)  of  cells  with  TCGF  began  again  in  Hay  using 
a  tech  borrowed  from  USUHS.  Fifteen  pairs  are  ready  for  typing. 


3<50 


▼ 


Date: 22  Oct  82  I  Hoy  (frit  !to 


2626 


SrAfUS:  { N T£ R I »•(  XX  f ( r 


Start  ins  Date:  Not  yet  begun 


Date  or  CoMH-cTicn: 


Key  l,bR3S:Leukapheresis  -  Transplantation 
Title  cf  Project: 


Intensive  Pretransplant  Leukapheresis 


Principal  I:f.'r.sTtOAToa(s>:  J.A.  Light,  J.  Kumar,  D.  Wright 
_A_sscctATg  If-vesriGAToals):  J.A.  Riggers .  K.  Oddenino.  S.  Metz 


Facility:  IflffjC 


Dtj>r/S'/c:Oept  of  Surg,  Transplant  Svc;  Dept  of  Pathology 


Accumulative  nEDCASE  Cost: 


Accumulative  Contract  Cost: 


FY-83  rECCASE: 


Contract  Cost:  Supply  Cost: 

_  None 


Accumulative  Supply  Cost: 


Date  cf_ Committee  Approval  Of 


Annual  Procress  Report 


M 


2  5  an 


Study  Objective:  Preparation  of  sensitized  recipients  for  transplantatiorTby 
selective  lymphocyte  depletion  using  pheresis. 

TCchm  ■  cal  Approach  pa  t,j  pnts  are  connected  to  the  cell  separator  TIW  for  6-8  weeks 
until  T  cells  are  depleted  as  indicated  by  FACS  analysis. 


Progress  Curing  FY-82:  None.  Project  cannot  begin  until  personnel  hiring  action 

can  occur 


flu-sea  of  Su3JECts  Studied: 

FY-82:  n _  Total  (to  date):  Q  Before  Completion  of  Studyj _ 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  in  Project(if  none  so  state): 

None 

Conclusions: Very  exciting  project  already  being  done  at  other  transplant 
centers.  Potentially  could  replace  TDD  as  method  of  preparation  for 
sensitized  transplant  recipients. 


Publications  oa  Abstracts.  FY-82: 


None 


361 

* 

s. 


Dah 


Title  cf  Project:  Plasma  Leukapheresis  for  Acute  Allograft  Rejection 


Associate  IhvestigatorCs):  K.  Oddenino,  S.  Metz,  J.A.  Biggers 


Facility:  VP.  Art  _ 


Accu»l\at(V:  r£DCASi  Cost:  f  Accut-lative  Cc::tract  Cost:  Accumulati-. 


FY-83  T£££AS£:  Contract  Cost:  Sj».»ly  Cost: 

None 


Stlqv  0.3J:Ctiv=:  To  investigate  the  effects  of  PLP  on  the  rejection  process  as 
compared  with  ALG,  To  rescue  rejection  episodes  reslstent  to  other  parameters. 

TTCK.iyL  A»r?ov>:  Patients  experiencing  2nd  rejection  episodes  will  receive  either 
10  PLP  or  10  ALG  treatments.  Crossover  and  rescue  is  allowed  for  graft  salvage, 

but  will  be  iudaed  a«t  ineffert  iva  thoMnv 


Cjr;:.c  FY-S2:  None.  Project  cannot  be  activated  until  hiring  freeze  is 
lifted.  II  patients  have  received  PLP  as  rescue  therapy  for  12  intractable  re¬ 
jection  episodes  with  50 %  response. 


PusLiCATioNi  c?.  Abstracts.  FY-S2: 
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Date;1  5  Nov  82 

Work  Unit  No.:  2809 

Status:  Interim  Final 

Starting  Date: 

1979 

Date  of 

Completion:  1984 

Key  Words: 

PROSTATE  CANCER  AND 

NON-ESTERFIED  CHOLESTEROL 

Title  cf  Project:  RELATIONSHIP  BETWEEN  PROSTATIC  CANCER  AND  EXCRETION  OF 


URINARY  CHOLESTEROL 


Principal  Invest igatcr(s):  HARRY.  Y.C.  WONG,  Ph.D 


AsscciATg  Investigators):  DAVID  G.  McLEOD,  MD  -  EUSTUS  NELSON,  MD 


Facility:  KRA’iC 

Dept/Svc:  IIROI OGY 

Accuhulati vs  i’EDCASE  Cost: 

0 

Accukulat t ve  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0 

FY-83  i'ECCASt:  Contract  Cost:  Suppl^  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

Study  03j=ctivs :  TO  DETERMINE  UfffNMY"rEVE’LS""(5F"¥0fr-TST!nTT'EIJ"CHOCESTEROt‘  IN 
■FAn LITIS  WITH  CARCINOMA  OF  THE  PROSTATE;  ATTEMPT  TO  ESTABLISH  A  CORRELATION 
RF.TWFFN  FI  FVAT£D_11RTNARV  LEVELS  OF  N.F.C.  TN  VARIOUS  STAGES  OF  PROSTATIC  CANCER  AND 
technical  Approach:  HOPEFULLY  UTILIZE  THIS  METHOD  AS  A  MEANS  TO  EARLY  DIAGNOSIS  OF  THE 
DISEASE,  AND  AS  A  PROGNOSTIC  INDICATION 

24  HOUR  URINE  SPECIMENS  ARE  OBTAINED  ON  PATIENTS  WITH  CARCINOMA  OF  THE  PROSTATE 
Progress  During  FY-82:  None  -  The  Chromagography  Equipment  has  not  been  in 
operation  the  entire  year.  We  are  awaiting  new  equipment. 


fiU'tMa  of  Su3jec  rs  Sruoito: 

FY-82 :  q  Total  (to  dats)j _ _  Before  Completion  of  Studyj _ 

Ssrious/Unexpected  Side  Effects  in  Susjscts  Participating  in  Project! if  tone  so  state): 

None 

Conclusions:  ~~  " 

In  black  males  there  is  a  correlation  between  urinary  levels  of  non-estrified 
cholesterol  to  prostatic  cancer. 


Publications  or  Abstracts.  FY-82: 

None 
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^  B  ii*v 


Status:  Interim  \  F  i  ttal 


Starting  Date:  Date  of  Collet  ion: _ 


Key  VJords:  CANCER  OF  NLADDER,  IRRADIATION 


Ti-n  f  rr  Ppoj-ct*  CUMHAKAUVt  ilUUT  ur  niun - - 

RADIATIONTO  RADICAL  CYSTECTOMY  FOR  CONTROL  OF  TRANSITIONAL  CELL  CARCINOMA 
OF  THE  BLADDER 


Date: 


r  .  ii  .v.u :  »fi :  ■  I- 1  v.i  m'l  i  :tti  fcttlT’WiTfl.l  :<  £Hi  J  *  -JA I 


Principal  IhvestigatorCs) : 


Asscciate  InvestigatorIs) 
Facility:  HRfiflC 


DAVID  G.  McLEOD,  MD _ 


RONALD  DORN.  MD 


DePt/Svc:  UROLOGY  &  RADIATION  THERAPY 


Accumulative  rEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

0  0 _  0 


FY-83  rECCASS:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

u  D  o  Annual  Progress  Report  FZ3  2  5  iqi 


Study  Objective:  TO  COMPARE  SHORT  COURSES  VERSUS  LONG  COURSES  OF  PRE -OPERATIVE 
RADIATION  THERAPY  IN  THE  TREATMENT  OF  INVASIVE  CANCER  OF  THE  BLADDER 


Publications  or  Abstracts/  FY-82: 

None 
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Date:  ^ov  ^2  Kay  fair  No.:  2812 


Status:  Interim 


F  irjL 


Starting  Date:  25  March  1980 


Date  of  Completion: 


Key  Words:  TESTIS  TUMOR  (SEMINOMA) 

"w  «  Pp^ct-  HUMAN 'CHORIONIC  GONADOTf^TflTfTGT)  PRODUCING  CELLS  IN  StMINOMA- 
TOUS  GERM’ CELL  TUMORS  OF  THE  TESTIS:  A  PROSPECTIVE  AND  RETROSPECTIVE  CORRELA¬ 
TION  WITH  TUMOR  HISTOLOGY  AND  RESPONSE  TO  THERAPY 


Principal  Invi-stigatcrCs):  DAVID  G.  McLEOD,  MD,  COL,  MC 

Associate  Investigators):  CHARLES  DAVIS,  COL,  MC  SUSAN  KERN,  CPT,  MC 


Facility:  HRtflC 


Dept/Svc:  UROLOGY/PATHOLOGY/AFIP  GENITO-URINARY  BRANCH 


Accumilat ive -i'lEOCASE  Cost: 


Accumulative  Contract  Cost: 
0 


FY-83  rfCCASi:  Contiu^t  Cost:  Supply  gosr: 


Accumulative  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Repost  FeB  2  5  1983 


Stuoy'osj^ctive:  TO"SEl‘YrTHERE“rs'TNY‘CORRELATfON 
AND  DEGREFTJF  MALIGNANCY  IN  SEMINOMAS. 


technical  Approach:  VIE  ARE  TRYING  TO  COLLECT,  FOR  EXAMINATION,  TISSUE  BLOCKS 
AS  OUTLINED  IN  THE  PROTOCOL.  NO  FUNDS  ASKED  AND  NO  FUNDS  NEEDED. 


Progress  During  FY-82: 

No  Progress 

f!u’-3cR  of  Susjects  Studied: 

FY-82j _  Total  (to  date)j_ _ Before  Completion  of  Studyj _ 

ScR IOU s/UftSXPECTED  SlOE  EFFECTS  IN  SU3J;CTS  PARTICIPATING  Iff  pROJ£CT(lF  fiONE  SO  STATE): 


None - 

Conclusions: 

None 


Publications  or  Abstracts.  FY-82: 
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Date:! 5  Nov  82 1  Work  Unit  No.:  28148 


Start ka<  Date: 


1  June  1980 


_ I  Status:  Interim _ Final  _ 

Date  of  Co^letion:  30  Apri  1  ! 982 


Key  teas:  PROSTATE  CANCER _ _ _ _ _ 

Title  cf  Project:  A  COMPARISON  OF  COMBINATION  CHEMOTHERAPY-HORMONAL  THERAPY  WITH 
HORMONAL  THERAPY  ALONE  IN  PATIENTS  WITH  CLINICAL  STAGE  D  PROSTATE  CARCINOMA -r-** 


Principal  Investigator's):  DAVID  G.  McLEOD,  MD 


Associate  InvestigatorCs):  H.  GRANT  TAYLOR,  MD,  STEVEN  J.  SKOOG,  MD 


Facility:  HWC 

Dept/Svc :  UROLOGY / HEMATOLOGY -ONCOLOGY 

Accumulative  fEDCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0 

FY-83  i-'EDC/^E:  ContracTqCcst:  Suppl^  Cost: 

Date  of  Committee  A? proval  Of 

Annual  Progress  Report  Ft  ti  2  5  men 

Study  Objective: 


CHEMOTHERAPY  &  HORMONAL  THERAPY  IN  PROSTATE  CANCER 

technical  Approach: 

MULTI -INSTITUTIONAL  STUDY  OF  PROSTATE  CANCER  PATIENTS 

Process  Pur  trio  FY-82:  The  National  Prostatic  Cancer  Project  closed  out  this 
Protocol  as  the  number  of  patients  from  all  institutions  met  criteria 

fnr  completion, _ ’ _ _ _ _ _ _ _ 

Humbm  of  Subjects  Studied: 

FY-82:  See  Attached  Total  (to  dats)j _ _  Before  Completion  of  Study: 

- Sheet  - - - - - 

Serious/Unexpecteo  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 

_ See  Protocol _ 

Conclusions: 

Statistical  data  being  collected  for  publication  in  the  next  year  or  so. 


Publications  or  Abstracts.  FY-82: 
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NPCP  CHEMOTHERAPY  PROTOCOL  -  600 
TABLE  2 

DISTRIBUTION  OF  PATIENTS  BY  INSTITUTION 


INSTITUTION 

RECEIVING 

TREATMENT 

DEAD  OR  OFF 
TREATMENT 

NOT 

EVALUABLE 

TOTAL 

UNIV.  OF  IOWA 

7 

18 

5 

30 

MASON  CLINIC 

2 

5 

1 

8 

MASS.  GENERAL 

0 

6 

2 

8 

JOHNS  HOPKINS 

5 

14 

5 

24 

UNIV.  OF  TENNESSEE 

11 

41 

5 

57 

SAN  DIEGO 

1 

12 

— 

13 

TULANE  MED.  SCHOOL 

6 

7 

2 

15 

WAYNE  STATE 

1 

6 

2 

9 

RPMI 

5 

4 

— 

9 

BAYLOR 

4 

— 

— 

4 

WALTER  REED 

1 

1 

— 

2 

UCLA 

1 

7 

1 

9 

TOTAL 

44 

121 

23 

188 

c 


Sf/.TUS:  IttTERU-)  i_ 


Date :  1 5  Nov  82  Way  Unit  No. :  2814 


Fi  rjL 


Start  ir.a  Date:  1  June  1980 


Date  of  Couplet  ie;t: 


QP-£N 


Key  Ucpos:  PROSTATE  CANCER 

•■T  -  ■  ■A'COHPAffrSCTrOF  LONS-TEROD  JUVANT  •  CHEMgfflEEATrB'I  TH  CTCLOPHOS- 

PH AM IDE  (NSC  26271 ) ,  ESTRACYT  (NSC  89199),  QR  NO-ADDITIONAL  TREATMENT  IN  PATIENTS 
WITH  DEFINITIVE  SURGICAL  TREATMENT  FOR  ADENOCARCINOMA  OF  THE  PROSTATE  c<i** 


Principal  IiWESTtCATsaCs): _ DAVID  G,  McLEOD,  MD 


AsscctATE  Ii'.v£STtGAToa(s) :  H.  GRANT  TAYLOR.  MD,  STEVEN  J.  SKOOG,  MD 


ir.vcai  lUAiUJtva/ •  n.  ur 

Facility:  VRhs'C 

Dept/Svc: 

Accumulative  rlEDCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

1 _ 1 _ 

FY-83  f-EC^vSE:  Cavrp.Ag-  Cost:  Supply  £ost: 

Date  of  Committee  k°pso'aaliI)e0  _ 

Annual  Progress  Report  rep  «  &  1983 

I - -  - 

SrjOYjkjscriye:  CHemOTHERAPY  AND  HORMONAL  THERAPY  IN  PROSTATE  CANCER 


:  MULTI  -  INSTITUTIONAL  STUDY  OF  PROSTATE  CANCE  PATIENTS 


Progress  PuairiG  FY-82: 


NumBcR  o?  Susjects  Studied: 

FY-82:  See  Attached  Total  (to  date): _  Before  Completion  of  Study: _ 

- Sheet - 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Pitoject(if  non*  so  state): 


CONCLUSIONS: 


On-going  study 


Publications  or  Abstracts.  FY-82: 
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NPCP  ADJUVANT  CHEMOTHERAPY  PROTOCOL  900 

TABLE  3 

DISTRIBUTION  OF  PATHOLOGICAL  STAGES  BY  TREATMENT 
FOR  ELIGIBLE  PATIENTS 


1  - 

PATHOLOGICAL 

ADJUVANT  TREATMENT 

NONE  CYTOXAN  ESTRACYT 

TOTAL 

STAGE 

NO. 

2 

NO. 

I 

NO. 

2 

NO. 

2 

B2 

7 

32 

10 

34 

12 

39 

29 

35 

C 

7 

32 

9 

31 

9 

29 

25 

30 

Di 

3 

36 

10 

34 

10 

32 

28 

34 

TOTAL 

22 

29 

31 

82 

3  69 


Start  i:.s  Date:  1  June  1980 _ Date  of  Collet  ton:  qpen _ 

Kcy  Vibos:  Prostate  Cancer  _ _ _ _ 

Title  cf  Pp^'ct-  A  COMPARISON  OF  LONG-TERM  ADJUVANT  CHEMOTHERAPY  WIIH  CYCLOPHOS- 
PHAMIDE  (NSC26271 ),  ESTRACYT  (NSC  89199)  OR  NO-ADDITIONAL-TREATMENT  IN  PATIENTS 
WHO  HAVE  HAD  DEFINITIVE  RADIOTHERAPY  FOR  ADENOCARCINOMA  OF  THE  PROSTATE 

Pritkipal  lny£ST(GAToa(s>: _ DAY  ID  G.  McLEOO,  MD _ 

Associate  Invest  icato.r(s): _ H.  GRANT  TAYLOR,  MD,  STEVEN  J.  SKOOG,  MD _ 

Facility:  mT  Dept/Svc^  UROLOGY/HEMATQLQGY-ONC0L06Y 

Accumulative  flEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ 0 _  0  _  0  _ 

FY-83  rICCASL:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 


Annual  Progress  Report 


Study  Objective: 


Technical  Approach: 


CHEMOTHERAPY  AND  HORMONAL  THERAPY  IN  PROSTATE  CANCER 
MULTI -INSTITUTIONAL  STUDY  OF  PROSTATE  CANCER  PATIENTS 


Progress  Pup. mo  FY-82: 


fiUMBeR  OF  S<J3JcCrS  Studied: 

FY-82j_^aA_4tta c hed  Total  ^T°  date): _ _  Before  Ccmpletio.':  of  Stuoy: 

ScRlOUS/UfltxPECTED  SlOE  EFFECTS  IN  SUSJECTS  PARTICIPATING  HI  PrOJECtCiF  NONE  SO  STATE): 


CONCLUSIONS: 


On-going  study 


Publications  or  Abstracts.  FY-82: 
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NPCP  ADJUVANT  CHEMOTHERAPY  PROTOCOL  -  1000 

TABLE  3 

DISTRIBUTION  OF  PATHOLOGICAL  STAGES  BY  TREATMENT 
FOR  ELIGIBLE  PATIENTS 


ADJUVANT  TREATMENT 

PATHOLOGICAL  mE  CYTOXAN  ESTRACYT  TOTAL 
STAGE  NO.  Z  NO.  Z  NO.  Z  NO.  Z 


B2 

6 

15 

A 

11 

1 

3 

11 

10 

c 

A 

10 

5 

1A 

6 

17 

15 

13 

Di 

)TAL 

30 

AO 

75 

23 

37 

75 

23 

35 

80 

86 

113 

76 

TOTAL 


F 


Pate:  15  Nov  a2ltay  L^ir  to, :  281 4E 

Start i:.a  Pate:  1  June  1980 _ 


_ I  SfATiis:  Inter iw  X  Fi;:al _ 

Pate  of  Completion:  31  December  1981 


Key  Words:  Prostate  Cancer 

Title  cf  Proj-'ct*  A  COMPARISON  OF  METH0frtR7ETT'(NSC-740)  ,TIS-DIAMMINbUlLHOLORO 
PLATINUM  (II  NSC-119875),  ANO-&S.TR AC YT  (NSC-89199)  IN  PATIENTS  WITH  ADVANCED 
CARCINOMA  OF  THE  PROSTATE 


Principal  l?p/ESTic-AToa(s):  DAVID  G.  McLEOD,  MD 


Associate  InvestigatorCs):  H.  GRANT  TAYLOR,  MD,  STEVEN  J.  SKOOG,  MD 


Facility:  WRA’IC 

Dept/Svc:  UROLOGY/HEMATOLOGY -ONCOLOGY 

Accumulative  fcDCASE  Cost: 

0 

ACCUMULATIVE  CONTRACT  COST: 

0 

Accumulative  Sjpply  Cost: 

_ 

FY-83  FECCASE:  Contract  Cost:  Su?pi^  Cost: 

Date  of  Committee  A?pao\ttL_0F,, 

Annual  Progress  Report  fto  2  5  ww  f 

1- 

Study  Objective: 

CHEMOTHERAPY  AND  HORMONAL  THERAPY  IN  PROSTATE  CANCER 


TECHNICAL  A?P?0'*CH * 

— MULTI-INSTITUTIONAL  STUDY  OF  PROSTATE  CANCER  PATIENTS 


FY-82:  The  National  Prostatic  Cancer  Project  closed  out  this 
Protocol  as  the  number  of  patients  from  all  institutions  met  criteria  needed 
-for  completion. _ _ _ _ _ 

flu-sea  of  Subjects  Studied: 

FY-82:  See  attached  Total  (to  date)j _ _  Before  Completion  a-  Study: 

- shoot _ _ _ jmm 

Ser i ou s/Unsx? ected  Side  Effects  in  Subjects  Participating  in  Project! if  non-  so  statO- 

SEE  PROTOCOL 

CONCLUSIONS: 

Statistical  data  being  collected  for  publication  in  the  next 
year  or  so. 


Publications  or  Abstracts.  FY-82: 
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NPCP  CHEMOTHERAPY  PROTOCOL  -  1100 
TABLE  2 

DISTRIBUTION  OF  PATIENTS  BY  INSTITUTION 


INSTITUTION 

RECEIVING 

TREATMENT 

DEAD  OR  OFF 
TREATMENT 

EXCLUDED 

TOTAL 

UN IV i  OF  IOWA 

3 

16 

1 

20 

MASON  CLINIC 

7 

16 

3 

26 

MASS.  GENERAL 

— 

— 

1 

1 

JOHNS  HOPKINS 

4 

21 

3 

28 

UNIV.  OF  TENNESSEE 

8 

24 

3 

35 

SAN  DIEGO 

5 

5 

1 

11 

TULANE  MED.  SCHOOL 

7 

5 

6 

18 

WAYNE  STATE 

2 

6 

1 

9 

ROSWELL  PARK 

2 

13 

2 

17 

BAYLOR  MED.  SCHOOL 

2 

2 

4 

WALTER  REED 

3 

6 

1 

10 

RUSH-PRESBYTER IAN 

3 

— 

— 

3 

UCLA 

2 

4 

1 

7 

TOTAL 

46 

118 

25 

189 

373 


Dat£:^  N°v  82  toy  liMtT  No.:  2814F 


Status:  Ikteuin 


Final 


Star tims  Oat£:  1  June  1980 


Date  of  Cmpletioh:  3T  January  1982 


Kfy  t irons:  PROSTATE  CANCER  _ _ 

Title' cf"  Ppo^ct-  A  COMPARISON  OF  ESTRACYT  (NSC  891 99(  VERSUS  ClS-DlAMMtNEDlCHLORO- 
PLATINUM  (DDP)  (II  NSC  119875)  VERSUS  ESTRACYT  PLUS  OOP  IN  PATIENTS  WITH  ADVANCED 
CARCINOMA  OF  THE  PROSTATE  WHO  HAVE  HAD  EXTENSIVE  IRRADIATION  TO  THE  PELVIS  OR 
LUMBUSACKAL  AREA  IJF*  ' 


PRINCIPAL  Itr/gSTIOATpaCs) 


DAVID  G.  McLEOD ,  MD 


H  GRANT  TAYLOR,  MD,  STEVEN  J.  SKOOG,  MD 


lAie  ir:vc3uuA*u^\3/ . 

Facility:  WRAMC 

Dept/Svc:  urology/hematology-oncology 

AcCUMULATIVE^CoriTRACT  COST: 

Accumulative  Supply  Cost: 

FY-83  r'EC^SE:  Contract  Cost: 

Supply  ^st: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  z  £ 

1 

SttiOY  Objective:  CHEM0THERApy  AND  HORMONAL  THERAPY  IN  PROSTATE  CANCER 

j  A3PPf)ATH  * 

- ~ - - - ’  MULT I -INSTITUTIONAL  STUDY  OF  PROSTATE  CANCER  PATIENTS 

5j- Jfa .!/ iG- ••  The  National  Prostatic  Cancer  Project  closed  out  this 
Protocol  as  number  of  patients  from  all  Institutions  met  criteria  needed 


Before  Cg’-pletio.'!  o.-  Study: 


er  Or  Subjects  Studied: 

FY-82:  See  Attached  Total  (to  date)j_ 

SheeET 


ScR l  OU3/Uf  EXPECTED  Sl-DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  Pf!CJECT(lF  NONE  SO  STATE): 

_ SEE  PROTOCOL _ _ _ 

Conclusions: 

Statistical  data  being  collected  for  publication  in  the-next  year  or  so. 


Publications  or  Abstracts.  FY-82: 
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NPCP  CHEMOTHERAPY  PROTOCOL  -  1200 
TABLE  2 

DISTRIBUTION  OF  PATIENTS  BY  INSTITUTION 


INSTITUTION 

RECEIVING 

TREATMENT 

DEAD  OR  OFF 
TREATMENT 

NOT 

EVALUABLE 

TOTAL 

UNIV.  OF  IOWA 

— 

7 

1 

8 

MASON  CLINIC 

10 

32 

4 

46 

MASS.  GENERAL 

2 

— 

2 

4 

JOHNS  HOPKINS 

4 

18 

2 

24 

UNIV.  OF  TENNESSEE 

2 

10 

3 

15 

SAN  DIEGO 

2 

5 

2 

9 

TULANE  MED.  SCHOOL 

•is 

1 

1 

2 

WAYNE  STATE 

2 

— 

1 

3 

RPMI 

2 

6 

1 

9 

BAYLOR 

1 

5 

2 

8 

WALTER  REED 

1 

8 

-- 

9 

RUSH-PRESBYTER  IAN 

2 

— 

— 

2 

UCLA 

_1 

6 

3 

10 

TOTAL 

29 

98 

22 

149 
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DISPOSITION  FORM 

^EoruwofJfjWlormjWjAAMOISjthJpropoiwnt^fWWvfrTAGO. 
HNMNci  OH  Offict  SYMBOL  I  SUBJECT 


HSWP-QCR 


Termination  of  Protocol,  Work  Unit  #2815. 


TO  Ray  E.  Stutzman,  COL  MC  FROM C,  Dept  of  Clin  Inv  oate  28  Dec  81 
C,  Urology  Svc  DrBoehm/ee/61 


Dr Boehm/ee /6 1390 


1.  Despite  repeated  requests  for  your  annual  progress  report  for  FY-81,  you  have  not 
complied  with  this  legal  and  Army  regulation  requirement  so  that  an  annual  review 
of  your  research  can  be  accomplished. 

2.  Effective  immediately  you  are  to  terminate  all  work  on  your  project  entitled,  An 
Epidemiologic  Investigation  of  Testicular  Cancer". 

3.  Your  situation  will  be  considered  at  the  23  February  1982  Clinical  Investigation  and 
Human  Use  Committee  meeting. 

4.  Notification  will  be  made  to  the  FDA/drug  manufacturers  of  your  noncompliance  with 
research  regulations. 


uwr  i  ^ 

\JriM0THY3<  BOEHM 
LTC,  MC 

Chief,  Department  of  Clinical 
Investigation 


HSWP-SGU 


TO:  C,  Dept  of  Clin  Inv. 


FROM:  Ray  E.  Stutzman,  COL  MC  DATE:  4  Jan  82  CMT  2 


1.  The  Epidemiological  Investigation  of  Testicular  Cancer  in  conjunction 
with  Bethesda  Naval  Hospital  and  the  National  Cancer  Institute  is  near 
completion  of  the  active  data  collection.  At  the  current  time,  the  data 
is  being  processed  with  no  patients  to  be  added  but  those  already  within 
the  study  may  yet  be  contacted  for  completion  of  pertinent  data. 

2.  No  medications  or  drugs  were  utilized  in  this  epidemiological  investigation. 


RAY  E.  "STUTZMAN,  M.D.j 

COL  MC  USA 

Chief,  Urology  Service 
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sn,  2498 


previous  coitions  will  at  usao 


Date:  Nov  Kcrk  &ut  No.:  ^81 6 


Status:  Interim 


Fk-ub. 


Start  i, vs  Oats  1  Sept  82 

Key  Ucsas 


PROSTATE  CANCER' 


Date  of  Coipleticu: 


OP£N 


Title  cf  Project:  A  COMPARISON  OF  DIETHYLSTILBESTROL  (DES)  OR  ORCHIECTOMY  VS 
CYCLOPHOSPHAMIDE  +  5-FLUOROURACIL  (5-FU)  +  DES  OR  ORCHIECTOMY  VS  ESTRACYT  ALONE 
IN  NEWLY  DIAGNOSED  PATIENTS  WITH  CLINICAL  STAGE  D  CANCER  OF  THE  PROSTATE  WHO  HAVE 
NOT  HAD" PRIOR  HORMONAL  TREATMENT  OR  CHEMOTHERAPY  />  3 
Principal  InvestigatorCs? :  DAVID  G.  McLEQO.  MD _ _ 

Associate  InvestigatorCs):  H.  GRANT  TAYLOR,  MD,  STEVEN  J.  SK006,  MD 


Facility:  W3AT 

Dept/Svc:  UROLOGY/HEMATOLOGY-ONCOLOGY 

Accumulative  f£DCAS£  Cost: 

0 

Acciviulat i ve  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

FY-85  i’HjjjASE: 

Contract  Cost:  Supplv^Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

Srjov  Objective: 


CHEMOTHERAPY  AND  HORMONAL  THERAPY  IN  PROSTATE  CANCER 


technical  Approach: 


MULTI -INSTITUTIONAL  STUDY  OF  PROSTATE  CANCER  PATIENTS 


Progress  D up.im  FY-82: 


fiUMSeA  OF  SUBJECTS  STUDIED: 

FY-82:  See  Attached  Total  (to  date)j _  Before  Completion  a-  Study^ 

- Sh«et - - - - 


Serious/Unexrected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 


SEE  PROTOCOL 


CONCLUS IONS : 


On-going  study 


Publications  or  Abstracts.  FY-82: 
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NPCP  CHEMOTHERAPY  PROTOCOL  -  1300 
TABLE  2 

DISTRIBUTION  OF  PATIENTS  BY  INSTITUTION 


INSTITUTION 

RECEIVING 

TREATMENT 

DEAD  OR  OFF 
TREATMENT 

NOT 

EVALUABLE 

TOTAL 

UN IV.  OF  IOWA 

21 

3 

1 

25 

MASON  CLINIC 

2 

2 

— 

4 

MASS.  GENERAL 

15 

5 

3 

23 

JOHNS  HOPKINS 

4 

1 

— 

5 

UNIV.  OF  TENNESSEE 

21 

4 

— 

25 

SAN  DIEGO 

4 

— 

1 

5 

TULANE  MED.  SCHOOL 

8 

1 

1 

10 

WAYNE  STATE 

18 

1 

2 

21 

RPMI 

13 

3 

— 

16 

BAYLOR 

30 

6 

1 

37 

WALTER  REED 

20 

2 

— 

22 

RUSH-PRESBYTER IAN 

8 

1 

— 

9 

UCLA 

5 

6 

2 

13 

TOTAL 

169 

35 

11 

215 

378 


Status:  IntlRn-i  Fi;> 


Date;  15  Nov  82j  to*c  Cn:t  do.-.  2817  _ 


Starting  Date:  1  May  1981  0,\te_cf  Collet  ion 


Title  cf  Project:  A  COMPARISON  STUDY  OF  CEFSULODIN  SODIUM  (ABBOTT  46811 ,M81 -009) 
WITH  AN  AMINOGLYCOSIDE  IN  PATIENTS  WITH  URINARY  TRACT  INFECTIONS  DUE  TO  PSEUDO 


PRINCIPAL  IuVESTlGATOaCs): 


Associate  Investigator(s): 


Facility:  VRANC 


DAVID  G.  McLEOD,  MD 


Dept/Svc 


Aco^*J!_ativ|jI'EOCASE  Cost:  AccmiuT^VE  Contract  Cost:  Accusative  Supply  Cost: 


FY-83  rE C6ASE:  Contract  Cost:  Supplm  Cost:  Date  of  Ccwittee  fepanuy  Q 

^  ^  Pmj* l  Progress  Report  rEB 


Study  Objective:  STAGE  3  STUDY  OF  A  NEW  CEPHALOSPORIN 


SEE  PROTOCOL 


Technical  Approach: 


Progress  During  FY-S2: 


3  Patients  were  placed  on  protocol.  This  study  has  been 


a  OF  5U3JSCTS  STUDIED: 


FY-82:  3 


Total  (to  date): _ 3 


Before  Completion  of  Study: 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 

None 


Conclusions: 

Data  to-  be  collaborated  by  Abbott  Laboratory 
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KevWspjs:  RENAL  CELL  CARCINOMA,  POLYNOSTIA;  ACCESSORY  NIPPLES 

Title  cf  Project:  ASSOCIATION  OF  ACCESSORY  NIPPLES  WITH  RENAL  CELL  CARCINOMA 


Principal  Invest teAToa(s): _ STEPHEN  A.  SIHELNIK,  MD,  CP T,  MC,  USA 


Associate  IhvestigatorIs): 


Facility:  WRA'-'C  Dept/Svc:  UROLOGY 

Accumulative  FEDCASE  Cost: 
_ 0 _ 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

0  0 

FY-83  KEDCASS:  Contract  Cost:  Supply  Cost: 

0  ..  0  0 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ftP  2  5  tom 

Stuov”03j?ctIve”  investigate  associat i on  "of  renal’ CARCTn6MA'"PTTh”TUENTTFTWL e 
skin  lesions 


TEchn;c/.i.  Approach: 

SEE  PROTOCOL 

Progress  D-jr wig  FY-S2:  ~ 

NONE 

KU'©ER  Or  Susjects  StudilD: 

FY-82:  0  Total  (to  date):  ~ _  Before  Ccttn.ETiON  of  Study: 

ScR l  OUS/lIflEX? ECTEO  Sl-D5  EFFECTS  IN  SU3JHCTS  PARTICIPATING  IN  PrOJECtOf  HONS  SO  STATE): 

none  _ _ _ 

Co.NCl.U3  IONS :  "~ 

ATI  data  has  been  turned  Into  the  NIH  Collaborators 


Publications  or  Abstracts.  FY-82: 
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Oat£:30. 12.62  j  toy  fait  tip.:  2901 _ {  Status:  Ihterih  x  Final _ 

STARTING  Data;  I  AU2.  1980  P.MF  o?  fcy^i  £Tio;i:  15.  1.  1984 


Key VISRDS:  Microvascular  free  flaps.  Reconstructive  Microvascular  Surgery. 


Title  cf  Project: 

Neovascularization  study  of  Microvascular  free  flaps  in  dogs. 


Pr inci pal  Investigator's):  LTC  Ji  vny  A.  Chow,  MC 


FY-85  r£CCAS£:  Contract  Cost:  Supply  Cost: 


Date  of  Co-’.mittee  Approval  Of 
Annual  Procress  Report  FEB  2  5 


fed-ESP-V-S :  To  study  the  specific  time  interval  in  the  post-operative  period 
necessary  for  adequate  neovascularization  of  successfully  performed  (  refer  to 

TECHNICAL  Approach :  Microvascular  free- flaps  based  on  the  inferior0”  pYga^  trie  x/e^sels 
are  used  for  the  canine  model  of  this  study.  Investigation  also  performed  on 
control  non- microvascular  island  flaps  baaed  on  Inferior  epigastric  vessels . 
PROGRESS  RjRING  FY-82:  Research  data  obtained  with  26  dogs.  Projection  from  present 
data  suggests  that  microvascular  free  hypogastric  flaps  in  dogs  may  survive 
following  ligation  of  the  nutrient  vessels  at  about  2  weeks  post-operative. 
flUf-SeR  OF  OU3JECTS  STUDIED: 


FY-82:  12 


Total  l  ro  date)  : _ 26 


Before  Completion  of  Study:  60 


Ssrious/Unhxpecteo  Side  Effects  in  Su3jects  Participating  in  Project(if  hone  so  statO: 

NONE 

Conclusions:  Satisfactory  progress  and  results  obtained  with  the  study  so  far. 

Further  work  need  to  be  performed  in  order  to  complete  the  total  number  of 
flaps  designated  so  that  the  conclusions  may  be  of  statistic  significance. 


Publications  o.r  Abstracts.  FY-82: 


r 


CONTINUATION 

Project  Work  Unit  No.  2901 

Principal  Investigator:  LTC  Jimmy  A.  Chow,  MC 

Title  :  Neovascularization  Study  of  Microvascular  Free  Flaps  in  dogs. 


Study  Objective  (  Continued  ) 

microvascular  free  flaps,  so  as  the  flap  will  continue  to  survive 
despite  occlusion  (ligation)  of  the  feeding  vessels  of  the  flap. 
The  study  is  mission-essential  because  the  information  so  obtained 
will  indicate  when  secondary  bone  grafts,  nerve  grafts  or  tendon 
transfers  may  be  safely  performed  on  patients  following  successful 
free-flap  coverage  for  traumatic  gun-shot  wounds,  blast  injuries 
or  open  fractures  of  the  lower  extremities. 
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HSHL-SP  (2  Aug  82) 

SUBJECT:  Annual  Progress  Report:  FY-82 ,  Clinical  Investigation  Program.  Work  Unit 
#2902,  Neuropathies  of  the  Upper  Extremity  following  Surgery  Employing  a 
Median  Sternotomy 

TO  C,  Dept  Clin  Invest  FROM  Alan  E.  Seyfer,  LTC  MC  DATE  6  Oct  82  CMT  2 

Plastic  Surgery  Service 

The  following  are  the  elements  of  the  Annual  Progress  Report  requested: 

a.  1  Oct  82 

b .  # 2902 

c.  Interim 

d.  March,  1982 

e.  April,  1983 

f.  Neuropathies,  Upper  Extremity 

g.  Neuropathies  of  the  Upper  Extremity  following  Surgery  Employing  a  Median 
Sternotomy 

h.  Alan  E.  Seyfer,  LTC,  MC,  Asst  C,  Plastic  Surgery  and  Hand  Section. 

Usha  Chaundry ,  MAJ,  MC,  Physical  Medicine 

Russ  Zajtchuk,  COL,  MC,  Thoracic  Surgery 
Peter  Napoli,  2LT,  MSC 

i.  Plastic  Surgery  and  Hand  Surgery 

j.  None 

k.  None 

l.  To  study  nerve  injuries  secondary  to  surgery  employing  a  median  sternotomy 

m.  No  modifications 

n.  12  subjects  studied  to  date;  the  study  is  progressing  well  in  spite 
of  the  busy  schedules  of  the  investigators 

o.  Total:  SO 

p.  No  serious /unexpected  side  effects 

q.  None 

This  investigation  of  neuropathies  secondary  to  sternotomy  procedures  is 
proceeding  as  planned.  The  goal  is  to  study  50  patients  preoperatively  and 
postoperatively  and  to  document  any  neuropathy  accrued  to  the  patient  after 
surgery . 

It  is  too  early  to  tell  the  number  of  patients  which  become  symptomatic 
after  this  type  of  surgery,  but  several  patients  have  demonstrated  ulnar  nerve 
abnormalities . 

Cd^J'i&LL'  bvq) 

ALAN  E.  SEYFER,  IMD 
LTC,  MC 

Asst  Chief,  Plastic  Surgery  Svc 
Asst  Chief,  Hand  Surgery  Section 
Orthopaedic  Surgery  Svc 
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Date:8  Oct  82  VtoaK  Unit  No.:  3144 


Start i.\s  Date:  8  March  1977 


Status:  Interim  X 


Date  of  Collet io:i :  October  1981 


Key  Words: 


Title  cf  Project:  Neurophysiologic,  Immunologic  and  Biochemical  Aspects  of 
Bronchial  Asthma 


Principal  Investigator's):  Laurie  J.  Smith,  M.D 


Associate  Ihvestigator(s):  Richard  Evans  III,  COL  MC ;  Richard  J.  Summers,  COL  MC 


Dept/Svc:  Allergy-Clinical  Immunology  Service 


Facility:  WRAKC 


Accumulative  rEOCASE  Cost:  Accumulative  Cciitract  Cost:  Accumulative  Supply  Cost 


FY-83  iv£DCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  0 ; 

Annual  Progress  Report  FFfi 


Study  (tejecrtvE:  To  characterize  a  group  of  atopic  asthmatics  by  their  alpha 
W  as  cholinergic  responses,  looking  in  particol 


Technical  Approach: 


See  attached  sheet 


Progress  During  FY-82:  No  work  was  done  on  this  protocol  tnis  year. 


fJurscR  of  Subjects  Studied:  n/a 
FY-82:  Total  (to  date): 


Before  Completion  of  Study: 


ScRlOUS/UflEXPECTED  Sl-Ds  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT^  HOME  SO  STATE) 


Conclusions:  We  would  like  to  keep  this  protocol  active.  However,  Decause 
of  other  commitments,  we  did  not  do  any  patients  under  this  study  this 
year.  We  feel  the  study  is  still  important. 


Publications  or  Abstracts.  FY-82; 
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StATUS:  {itTCRIH  X _ F  i.TAi.. 


Date; 8  Oct  82  Uork  Unit  Ka.:  3146 


Starti:.S  Date:  26  April  1977 _ [)_  ATE  Or  CtygLcTIO^: _ 

Ksy  Uords:  Imnunotherapy;  Potency;  Persistence;  RAST  Inhibition 
Title  cf  Project:  Immunotherapy  Kit  Potency  Persistence 


Principal  Investigators):  Richard  J.  Summers,  COL  MC _ 

Associate  InvestigatorCs):  Richard  Evans  III,  COL  MC  Michael  S.  Edwards,  CPT  MSC 


Facility:  VRA'IC 

Dept/Svc:  Allergy-Clinical  Immunology  Service 

Accumulative  fiEBCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

$2,000.00 

FY-85  ivECCASE:  Contract  Cost:  Supply  Cost: 

iloZCQ _  .$2.000 

Date  of  Committee  approval ..Of 

Annual  Pro-dress  Report  FEB  2  5  JQflT 

Stuoy  Objective:  Determine  persistence" of  '"biologic'aT'po'tenc’y  o'f'alTergy 
extracts  during  shipment  and  use. 


technical  Approach:  RAST  (Radioallergosorbent  Test)  will  be  performed  to 
determine  potency  persistence. 


Process  Du?.ii:o  FY-82:  Six  patients  studied  and  abstract  (see  below)  presented. 


f!uK3£3  of  Subjects  Studied:  ~  ~ 

_  Total  (to  date):  6 _ Before  Completion  of  Study:  iq 

Ser ious/Uiysxfccteo  Side  Effects  in  Subjects  Participating  in  Project! if  rone  so  statc): 

None 

Conclusions:  immunotherapy  kit  potency  is  effected  by  multiple  environmental 
variables. 


Publications  or  Asstracts*  FY-S2:  Standardization  of  Allergen  Extracts:  A  Comparison 
of  RAST  Inhibition,  Isoelectric  Focusing,  and  Skin  Test  Titration. 

M.  Edwards,  PharmO,  R.  Evans  III,  MO,  H.  Baer,  PhD,  M.  Anderson,  MS,  and 
P.  Turkeltaub,  MO.  The  J.  of  Allergy  and  Cl.  Immun.  Vol .  69,  No.  1,  Part  2, 
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r \r~ :  1  OCT  82  1  I'jrS  C»t:t  3l60-R  _ ^ _ F  _ . 

Staiti:j  Pa  re:  Fall  1979  Pa  re  c=  Com.?tic:i:  Fall  1961* 

- 3^-  mp - * - - - — 

Sjogren’s  Syndrome,  Rheumatic  diseases ,  SS-A ,  SS-B ,  rheumatoid  factor, 
1 1  tle  Cr  PrioJiCT:  Study  of  Rheumatoid  Arthritis  and  Sjogren's  Syndrome  precipitins 
in  Rheumatic  Diseases 


p,  !?A.  j,r:STi.Arc?/s\.  Joseph  T.  Tesar,  MD,  Bernard  H.  Berne,  MD,  Ph.D. 


Facility:  \Pr~lt 

|  Prpr/Svc:  Medicine/Rheumatology  Service 

Accor  illative  FSDCASE  Cost: 

Accu'-saativs  Compact  Coer: 

Acclv.l  >t.v£  Cost: 

FY-S5  r£CCAS£:  CohrrACT  Cc$T:  Supply  Cos;  . 


!'<,TE  Or  Cc".'i’.TTfE  r-awYtsi.  H- 

l.iwtt  Repair  rEB  2  5  1983 


Stcqv  0:-~j;crr,'? :  The  study  was  designed  to  evaluate  •‘he  diagnostic  value  and 
hiological  properties  of  several  auto antibodies  in  major  rheumatic  diseases.  These 
antibodies  nrp  :  ■SS~ArJ3SsR,  Sm,  BBE  precipitins,  and  rheumatoid  factors. 

T?  C  Ml'CV-L  >ACH  I 

SEE  REVERSE.  SIDE. 


Pr.coie si  FY-8? : 

SEE  REVERSE  SIDE. 


!!u.-:s53  or  Subjects  Studied: 

FY-22j _  Total  (ro  date)j _ Eefose  Cor-Ptenc':  c.-  Stcoy:  Addional  25-30  pt 


ScPic'J3/i!,:ex.3ecteo  Side  Cffects  irs  Subjects  Pa'.ticip.\ti;:s  iri  Pnoj£cr(ir  :.o:,E  so  state) •. 


None 

Cct :c»_v»3 :o.*ts :  20  MCTD,  38  Sjogren's  Syndrome,  25  Scleroderma,  62  SLE  and  1*5"  RA 
sera  were  examined  for  the  SS-A,  SS-B,  RNP,  Sm  precipitins.  Many  sera  were 
examined  sequentially.  The  frequency  of  these  autoantibodies  in  connective 
tissue  diseases  was  established.  A  paper  summarising  these  data  is  being 
prepared  for  publication. 


f  i.  scat to::s  c:s  Abstracts. 

Berne  B,  Lawless  OJ: 

Biol  Fluids,  1979- 

Floyd  M,  Tesar  JT:  The  Role  of  IgM  Rheumatoid  Factor  in  Experimental  Vasculitis. 
Clin.  Exp.  Imm.  36:165,  1979. 

Tesar  JT,  Schmid  FR:  Complement  Fixation  by  IgM-Rheumatoid  Factor.  Eur.  Congr. 
Rheum.  1979,  Wiesbaden,  W.  Germany  (Abstract) 


Y-S2: 


tune  Complexes  in  Sjogren's  Syndrome.  Protids  in 
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TECHNICAL  APPROACH:  3  sets  of  reference  sera  were  obtained  with  monospecific 
precipitating  antibodies  against  SS-A(Ro),  SS-B(LA)  Sra,  RNP  antigens.  The 
antigens  used  in  the  study  were  prepared  by  extraction  of  calf  thymus  nuclei  and 
human  spleen.  The  antibodies  were  further  purified  by  ultracentrifugation 
and  sequential  ammonium  sulfate  precipitation.  The  precipitin  reactions  were 
performed  using  the  Ouchterlony  Technique.  Immune  complexes  were  assayed  by 
the  Clq  binding  assay. 

PROGRESS  DURING  FY-82 :  During  the  past  year  an  additional  85  sera  of 
rheumatic  disease  patient's  and  controls  were  examined  for  Sm,  RNP,  SS-A(Ro) 

RF  and  SS-B(LA)  precipitating  antibodies. 

Since  the  initiation  of  study  k21  patient  and  control  sera  were  examined. 

These  data  will  enable  us  now  to  answer  many  clinically  important  questions:  The 
value  of  SS-A,  SS-B  antibody  assays  in  detection  of  clinically  latent 
Sjogren  Syndrome,  association  SS-B,  SS-A  antigen  with  seronegative  systemic 
lupus  erythematosus ,  also  the  value  of  RNP  antibody  assay  in  lupus  and  mixed 
connective  tissue  disease. 

The  practical  immediate  benefit  of  this  study  is  that  we  have  developed  methods 
for  determinations  of  the  above  autoantibodies,  some  of  which  are  useful  in 
clinical  diagnosis.  Previously  these  tests  could  be  done  only  at  great 
expense  through  commercial  immunology  laboratories. 
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DATE:  1  OCT  82  WORK  UNIT  NO.:  3162-R  STATUS:  Final 
STUDY  OBJECTIVE: 


TECHNICAL  APPROACH: 


PROGRESS  DURING  FY-82:  As  part  of  this  project,  we  evaluated  the  FLAX 
fluorometric  immunoassay  for  antibodies  to  DNA  and  compared  it  with  the  Farr 
assay  which  we  had  used  previously  for  this  study.  Commercial  kits  are 
available  for  the  FXAX  method.  In  this  assay,  sticks  containing  absorbed  DNA 
are  provided  by  the  manufacturer.  These  are  dipped  in  patient  serum,  washed, 
and  then  immersed  in  fluoresceinated  antibodies  to  human  immunoglobulin.  The 
resultant  fluorescence  is  read  in  a  fluorometer  and  converted  into  anti-DNA 
units  by  a  computer. 

We  found  the  FIAX  method  to  be  faster  and  simpler  than  the  Farr  assay.  We 
could  process  200  tests  per  day  with  FIAX,  but  only  SO  with  Farr.  Results  of 
the  FIAX  assay  were  available  within  2  hours,  while  the  Farr  assay  could  not 
produce  results  until  the  day  following  the  start  of  the  test.  Further,  the 
Farr  assay  uses  radioactively  labelled  DNA,  while  the  FIAX  assay  avoids  the  use 
of  radioactivity. 

In  an  extensive  study,  we  found  that  the  two  assays  correlated  well  (r**0.87), 
and  that  both  were  equally  specific  for  SLE.  With  rare  exceptions,  only  those 
patients  with  clinically  documented  SLE  had  significantly  elevated  levels  with 
both  assays.  The  two  assays  detected  similar  numbers  of  SLE  patients  with 
significantly  elevated  antl-DNA  antibodies  and  both  showed  the  same  changes  in 
levels  during  disease  therapy. 

We  found  neither  assay  to  be  highly  reproducible.  Coefficients  of  variation 
exceeded  10%  in  within-run  and  between-run  tests  with  both  assays.  Most 
clinical  immunoassays  produce  smaller  coefficients  than  this.  Most  likely,  the 
variation  is  partially  due  to  the  instability  of  double-stranded  DNA  during 
preparation,  storage  and  testing. 

Because  of  its  simplicity,  speed  and  avoidance  of  radioactivity,  we  found  the 
FIAX  method  to  be  the  preferable  one.  Its  cost  in  consumable  materials  is 
twice  as  high  as  that  of  the  Farr  assay,  but  its  savings  in  technician  Lime  and 
assay  time  more  than  compensate  for  this. 

We  evaluated  the  FIAX  fluorometric  immunoassay  for  measuring  antibodies  to  DNA 
in  SLe  and  other  diseases.  WE  found  that  it  gave  similar  results  to  the  Farr 
radioimmunoassay,  which  had  been  used  previously  in  the  study.  Neither  assay 
showed  good  reproducibility.  It  is  thus  necessary  to  conduct  extensive  quality 
control  studies  when  performing  these  assays. 
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WORK  UNIT  NO.:  3162-R 
CONCLUSIONS : (CONTINUATION) 

The  FLAX  assay  was  faster  and  simpler  than  the  Farr  assay,  and  avoided  the  use 
of  radioactivity.  Although  the  consumable  supply  cost  of  the  FIAX  assay  is 
higher  than  that  of  the  Farr  assay,  its  savings  in  technician  time  and  assay 
time  more  than  compensate  for  this.  We  plan  to  use  the  FIAX  method  for  future 
measurement  of  anti-DNA  antibodies  for  patient  care  on  the  Rheumatology 
Service,  as  well  as  in  further  research  studies  on  SLE  and  related  disease.  We 
recommend  its  use  in  other  Army  installations  as  the  most  cost-effective 
current  method  of  measuring  anti-ONA  antibodies  in  the  rheumatic  diseases. 

When  the  volume  of  samples  assayed  is  sufficient  to  justify  the  $14,000.00  cost 
of  the  FIAX  equipment,  or  when  this  equipment  is  on  hand  to  perform  other 
immunological  assays. 

Work  on  this  protocol  has  been  terminated  as  of  June  1982. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

Several  abstracts  have  been  presented  to  the  regional  and  national  meetings  of 
the  Arthritis  and  Rheumatism  Association,  and  one  paper  published. 

(a)  Measurement  of  Anti-DNA  Antibody  Levels  by  the  FIAX  Fluorometric 
Immunoassay  and  the  Farr  Technique. 

1.  Southeastern  Rheumatism  Association,  December  1981  (abstract). 

2.  Northeastern  Rheumatism  Association,  October  1982  (abstract). 

3.  National  Arthritis  and  Rheumatism  Association  Meeting,  June  1982 

(abstract). 

4.  "Clinical  Chemistry",  Volume  28,  #7,  page  1596,  1982  (abstract). 

5.  Arthritis  and  Rheumatism,  Volume  25(8),  page  997,  August  1982,  (paper). 

(b)  Serologic  and  Urinary  Course  of  Treated  SLE  Glomerulonephritis. 

1.  National  Arthritis  and  Rheumatism  Association  Meeting,  June  1982 
(abstract). 
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S ) a :  i,~.j  i'-.re:.- _ FY  80 _ P.Mt  <7  Co~»i  £T;c*:t:  _  _ 19Q  J 

Kcv js:  Acute  anterior  uveitis,  B-7  CREG,  Cw2,  HLA  B27 
1Y  at  Cr  PrWJicr:  Histoeompat ibility  AnFigens~Tn~Acute'"Airteri o r~ Uveitis  (AAU ) 


v'rsr.orcs'O:  Joseph  T.  Tesar,  MD,  Paul  Killian  MD,  Michael  Strong,  Ph.D. 


Assrr.SAH  IwASTtrATon's):  Susan  Metz,  B.S. 


Facility:  ),’AYC  Lzpr/Svc:  Medicine/Rheumatology  Service 

Accu:‘o_ativ=  f  cDCASb  Cc:t: 

Accij; iiiLAT t vi  CciiinAcr  Cost:  Accuvjlativs  Supply  Cost: 

FY-33  f'iDCASt :  Contact  Cost:  Sj.jplv  Cost: 

iV.Te  Or  Ccr.HlTTFZ  /sW.DVA!  C.- 

Lihoal  Procshss  Repot  FEB  2  5  19$3 

— 

Study  Osjjcrivr: 

'  ON  REVERSE  SIDE. 


Tio.  i:r/.L  A-»?2cncn: 

ON  REVERSE  SIDE. 


Pfioo^s;  i>,i?!i..o  FY-S2 :  An  additional  14  patients  with  acute  anterior  uveitis'  were 
typed  for  HLA  B-7  CREG,  HLA  A,B,C  antigens 


I'tLi'-sH.-f  or  S’j3j:crs  Studild: 

FY-82  : _ l4 _  Total  (TO  OAT?  )j_ 


66 


Bhfoh-  Cc.‘-'-t£r;o.'!  or  Study: 


10 


2  :M.V.I3/U!iX.,rC7tD  Si  13.;  CrTrCTi  !.'»  SU3JIC73  pA=i  t"  I C  .  iJ.\ 7 1 Ci  Ifi  FrCJDCTfir  SO  STAT?): 


None. 


New  HLA  antigen  associations  discovered  in  patients  with  acute 
anterior  uveitis  in  the  course  of  this  study  were: 

HLA-B7-CREG  (HLA  B7,  B27,  Bw22,  B40,  B-42)  -  68? 

HLA  Cw2  =  58? 

Frequency  of  above  antigens  in  normal  controls  were  42?  (B7-CREG)  and  10?  (Cw2) 
Frequency  of  B-27  antigen  was  found  to  be  4p?  in  AAU  ( NL«9? ) . 

f;  ;ii.rcAr:c.’iS  o::  Ab>  tract.;,  FY-82; 


NONE. 
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STUDY  OBJECTIVE:  Purpose  of  the  study  is  Two  fold:  (I.)  To  improve  the  diagnostic 
value  of  histocompatibility  antigen  determinations  in  acute  anterior  uveitis; 

(II.)  To  define  new  HLA-antigen  associations  of  acute  anterior  uveitis  and 
characterize  the  genetic  background  and  factors  of  susceptibility  to  the 
disease. 

TECHNICAL  APPROACH:  A  total  number  of  ^0-50  patients  with  idiopathic  acute 
anterior  uveitis  will  be  examined  by  an  ophthalmologist  and  rheumatologist. 

Each  patients  blood  (1  green  top  tube)  is  submitted  to  histocompatibility 
testing  (HLA  A,B,C  and  B-7  CREG). 


Date: 2 3  Nov  B^VIqsk  Umit  Ho.:  3164 
Start i NS  Date:  18  January  1980 


_ 1  Status:  Interim _ Final  xx 

Hatf  IV  Ccwm etioh :  July  198  2 _ 


Key  tofflS;  Prnphylactjr.  Therapy  in_Aafhma; _ Kef.Otl  fan _ 

Title  CF  Project:  The  Comparison  of  Zadicen  and  Theophylline  in  the 
Prophylaxis  of  Bronchial  Asthma. 


Principal  Invest igator(s):  Anthony  J.  Deutsch,  MAJ  MC  COL,  MC 

- - ttfehard -Evans  III 

Associate  InvgsnCATOR(s):  Richard  J.  Summers.  COL  MC .  Michael  S.  Edwards , 

FaciUTY:  VflfflC _ I  Dept/Svc:  Aller  gy-Clinical  Immuno?ofty^§vc 


Accumulative  fEDCASE  Cost: 


Accumulative  Contract  Cost: 


- ■ — — — - 

Accumulative  Supply  Cost: 


FY-83  i’ECCASS:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  AppRcwaJOs,  - 
Annual  Progress  Report  rcB  *  5  1983 


Study  Objective  : 


Technical  Approach: 

Progress  During  FY-82:  ~  ~~  ~  " 

Completed  12-month  study  on  17  patients. 

flisaeR  of  Subjects  Studied: 

FY-82:  1 7  Total  (to  pats):  17 _  Before  Completion  of  Study: Complete 

ScR t CU s/Ui'lEX? ECTED  $IDS  EFFECTS  IN  SU3JECTS  PARTICIPATING  III  PiROJECT(lr  NONE  SO  STATE): 

No  complications. 

Conclusions:  ‘  "  ~~~ 

Study  concluded  and  data  submitted  to  Sandoz  for  inclusion  in 
multicenter  study. 


Publications  or  Abstracts.  FY-82: 


Abstract  submitted  to  American  Academy  of  Allergy  for  the 
March  1983  meeting. 
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Date: 8  Oct  82  |  tojK&urffo,:  3165 


Status:  !*TtRjg_X  Fi;w. 


Starthjs  Date:  June  1980 


Date  of  Ccmpletio.n:  1982 


Key  VfcRJS:  Penicillin:  Allergy;  Skin  Testing 


Title  cf  Project:  Clinical  Trial  of  Skin  Testing  with  Major  and  Minor 
Penicillin  Determinants  in  Hospitalized  Patients 


Principal  IuvestigatorCs):  Richard  J.  Summers.  COL  MC 
Associate  Iuvestigator(s):  James  R.  Baker,  Jr.,  CPT  MC 


Facility:  URA"C 

□ 

Dept/Svc:  Allergy-Clinical  Immunology  Service 

Accumulative  PEDCASE  Cost: 

0 

Accumulative  Contract  Cost: 

Accwsulat [vs  Supply  Cost: 

_ *  . 

FY-83  riEDCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report 6  2  5 

1 

minants  tor  predicting  the  patient's  response  to  penicillin  and  related 

compounds _ _ _ _ 

technical  Approach;  Skin  test  history  positive  patients  who  will  be  given 
penicillin  and  record  reactions. 


Progress  Du?. i tic  FY-82:  To  date  26  patients  have  been  skin  tested:  23  history 
pWltive  ana  j  ni story  negative.  Of  the  patients  tested  6  had  +  skin 
"  ~"ou%nrcactfon?t  given  penicillin.  The  remainder  were  given  penicilli n 


-W4 


Humber  of  Subjects  Studied: 

FY-82: _  Total  (to  date) : 


26 


Before  Completion  of  Study:  200 


ScRtous/UwExPEcrEo  Side  Effects  im  Subjects  Participatur;  in  Projs ct(if  hone  so  state): 

None 


Conclusions:  None  can  be  drawn  at  th1$  t1me 


Publications  or  Abstracts.  FY-82:  None 
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Date:  22  Aug  82]  Lay  U.‘j i t  Mo.:  3166 


Status:  Interim  *  Final 


Starting  Date:  2  March  1980 


Date  of  Completion:  Fall  ^83 


Kevins-  Local  anesthetic;  skin  tests;  challenge;  adverse  reaction 

Titi p  rf  Ppa^cT-An  Evaluation  of  LocaTTnesthetlc  Skin  Testing  and  Progress i ve 

Chaflengetn  Patients  with  a  History  of  an  Adverse  Reaction  to  Local 

Anesthetics. 

• — — - Richard  JT  bummers .""MU,  COTTICT  Michael  "Schatz,  MD 

Principal  Invest igator(s):  N.  S.  Nelson,  COL  MC 


Associate  1? 


TES:  1 


;  Ri  c ha rd  "Weber ,  L I C ,  MC 


Facility:  RRtflC 


Dept/Svc:  Allergy-Clinical  Immunology  Service 


Acoanulative  rcDCASS  Cost: 
N/A  _ _ 


Accumulative  Contract  Cost: 
N/A 


FY-83  ij^ASS:  Contract  Cost:  Supply  Cost: 


Accumulative  Sjpply  Cost: 
N/A 


Date  of  Committee  /Vpsoval  Of 
Annual  Progress  Report  pfcfl  g  5  1303 


Evaluation" of* local" a“nes"thetic  slci’n"tes"tTng'an‘d  progressive 
c/idilengV  In  patients  with  previous  adverse  reaction  to  local  anesthetic. 

— .  Sopsnvn’ ~5RTr»  testing  to  local  anesthetic  to  which  the  patient  has  reacted 

( py  ViMtdry prs  performed  at  low  concentrations.  The  concentration  is  gradually 

IHKTM!ilruBSi1hg^hTi;i?r8tgiI1ve  test  °ecllrs  °r  fli11  stre"9th  1ocal 

Progress  Curing  FY-82:  _  .  .  . 

-  To  date  15  patients  have  been  completely  skin  tested  and 

found  to  be  negative  at  full  strength. 

fllV-SeR  OF  SU3JECTS  STUDIED: 

FY-82: _  Total  (to  date): _ 


Before  Completion  of  Study: 


Sericus/Unexpscted  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 


Conclusions: 


Publications  or  Abstracts.  FY-82: 
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Date:  8  Oct  82  Way  'ia. :  3167 


Status:  Ikterui _ Final  X 


Start i a  Date: 


Date  of  Completion: 


Key  libpjs: 

"ti-hp  r?  p^nrrT-  The  Effect  of  Hypnosis  and  Strategic  PsychoTogTcal  Inter- 
vention  on  the  Bronchial  Response  to  Mecholyl 


Principal  IwestigatorCs):  *-aur^e  J-  Smith,  M.D. 


Accumulative  nEDCASE  Cost:  Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

Date  of 
Annual  ! 

Committee  A?pp.oim_{k 

Progress  Report  FEd  2  5 

Study  Objective :  To  determine  effect  of  hypnosis  on  bronchial  reactivity 


TEcbi-i ; cal  Approach :  ys-j ng  methachol ine  challenge  test  pre  and  post  hypnosis  to 
detect  if  hypnosis  alters  bronchial  reactivity. 


Progress  During  FY-S2:  No  work  was  performed  on  this  study.  Currently, 
the  paper  is  being  written. 

Ku-scrt  of  Subjects  Studied: 

FY-82j _  Total  (to  date)j _ _  Before  Cc:*n_ETio.'!  of  otusyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

Conclusions"  Hypnosis  had  a  significant  effect  on  bronchial  ~ 

response  to  methachol ine. 


Publications  or  Abstracts.  FY-82: 


395 


K- <  i  >  csj _ _ _ 

Title  O  Project :  Comparison  of  Modalities  for  Treatment  of  SLE  Nephritis. 

Phase  I  and  Phase  II. 


Fp!-:c:?al  InvnsncATca^sh 
Associate  l.-;vgSTfSATa.?C3) : 
Facility:  lKfflC _ 

Accu- illative  icCCASE  Cost: 


Richard  C.  Welton,  MD,  WRAMC 

Mark  Nelson,  MD:  wMMO  jTaniel  Nash,  MD,  wkamC 
Sterling  West.  MD;  FAMC _ 

Dept/Svc:  Medicine/Rheumatology  Service 


AccurM-ATtvc  Ccutract  Cost: 


Accc;  illative  Supply  Cost: 


FY-33  i'ECCASt:  Con i pact  Cost: 


Supply  Cost: 


Date  o-  Cct.'iittee  Approval  Op 
/.usual  Process  Report  era  9  c 

r*®  *  *  7*/u  J 


Study  OscEcnvE: 


SEE  REVERSE  SIDE. 


TrO"  ;:cm.  ".-vt’Acm: 

- - - —  gEE  pgYgRsE  SIDE 


'T-c2: 

‘  SEE  REVERSE  SIDE 


1  ■  j» : -■ ■  *  S: UO I EO • 

FY-22:  Total  (to  cate): 


Before  Cc.nh.ST; on  op  Stlcy:  25 


S  7 1  C:  T  3  /’J  : ;  :C7£D  S:0E  LPPECTS  IN  Sj3J:CT$  PaPTICIPATIAS  in  FaCJECtCi-  ;:3.\:  SC  STATE): 

None 


Cc  TL'JSITui: 


ON  REVERSE  SIDE 


rtinLic.Ar;c:ss  c::  /’-.hs tracts.  FY-S2: 

None. 
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STUDY  OBJECTIVE:  ( l)  To  evaluate  the  efficacy  and  side  effects  of  single 
daily  dose  corticosteroids  vs  split  dose  steroid  therapy.  (2)  Provide  an 
alternative  form  of  therapy  in  patients  with  SLE  Nephritis  who  have  not 
responded  to  conventional  steroids  and  to  evaluate  patients  clinical  and 
serologic  response  to  therapy. 

TECHNICAL  APPROACH:  The  majority  of  patients  with  diffuse  proliferative  SLE 
Nephritis  appear  to  respond  to  high  (1-2  mg/kg  day)  prednisone  or  equivalent. 

It  has  been  suggested  by  many  that  because  of  the  lymphocytopenic  effect  vhich 
peaks  in  L-6  hours  after  a  dose  of  steroids,  that  steroids  should  be  given  in 
split  doses  q  6-8  hours  during  active  disease. 

It  is  well  known  that  splitting  the  steroid  dose  causes  more  adrenal 
suppression  and  cushinghoid  side  effects.  However,  to  date  there  is  no  data 
comparing  the  efficacy  of  split  dose  vs  single  dose  steroid  therapy  in  SLE 
Nephritis. 

Although  steroid  therapy  appears  to  be  effective  in  a  majority  of  patients, 
there  are  a  subset  of  patients  who  fail  to  respond  to  steroids  or  develop 
intolerable  side  effects  on  the  dose  of  steroid  required  for  disease 
suppression.  It  is  this  subset  of  patients  in  whom  we  feel  that  a  trial  of 
cytotoxic  therapy  is  indicated. 

PROGRESS  DURING  FY-82:  This  treatment  protocol  is  the  first  of  several  proposed 
multi-Army  MEDCEN  protocols  organized  and  accepted  by  the  newly  established 
Association  of  Army  Rheumatologist  with  representatives  at  each  Army  MEDCEN. 

This  same  protocol  is  ongoing  at  William  Beaumont  AMC  under  the  direction  of 
Major  Mark  Nelson,  MD  and  at  Fitzsimons  AMC  under  Major  Sterling  West,  MD. 

Because  of  early  and  temporary  administrative  difficulties,  only  a  fev  patients 
have  been  entered  on  this  protocol.  Because  of  the  National  disagreement  and 
lack  of  uniformity  as  a  standard  of  medical  care  in  Lupus  Nephritis  that 
exists  among  Rheumatologists  and  Nephrologists,  treatment  protocols  of  this 
nature  are  required  as  a  prospective  controlled  attempt  to  gather  meaningful 
data  in  order  to  compare  efficacy  of  treatment  regimens.  Depending  upon  the 
progression  of  this  protocol  expansion  of  the  number  of  patients  required  for 
the  completion  of  this  study  may  be  required  to  improve  statistical 
comparison  of  treatment  subgroups. 


/ 
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S'A'-T.O  Da  let 


1981 


['.Ml'  C  Crv-.-l :  T  ! 


1983 


.......  B-7  CREG,  "X"  -  HLA  Antigen,  Acute  Anterior  Uveitis 

t\*.  V  _ _ _  _ _ _ _ _  _ _ __  


1 !  TLO  Of  Pi'OJiCT : 


Study  of  Cross-Reactive  "X"  HLA  Antigen  in  Uveitis 


-,,L  |5lV;:^r|.:4rr.:«'u>:  Joseph  T.  Tesar,  MD;  Sterling  West,  MD:  John  Hobbs,  MD 

g£^.ong  Ph . D •  j  Benjamin  Schwartz 

A..scciat£  I'-vrsrfCA.g^s;:  _ 


Facility:  LU.h'.C  I  P:rt/S;c:  Medicine,  Rheumatology  Service 

Accuiw^nvi  rcUCASZ  Cost: 

Accor  aaat i  Vc  Co:; mac r 

C 037:  levy: lav:.m  Supply  Cc:t: 

fY-83  jv££CAS£:  Compact  Cost:  Su-vly  Cost: 

1 

1  P.'.i’c  or-  Ovcm:  r;rc 
wux.  Paoc.tzss  Rif-sMr  FEB  2  5  1983 

1 

Sruay  0.5v.;crrs=: 


SEE  ATTACHED  PAGE. 


TlCWHC/J.  r??? OVC": 


SEE  ATTACHED  PAGE. 


F-  FY-82: 

SEE  ATTACHED  PAGE. 


0"  S:j3j:crs  Si'jj[£3: 


FY-82:  ?q 


Tory,  (to  cat:)j _ 66  Bertas  Ccy*.  snc.-i  0.-  Stlv.':  80 


S.-.R l BU CT£0  SjC=  Ep?Scrs  1ft  S'.:  .-CfS  f  «:,r;cif',’.Vii;3  1:1 

None 


Co.'tC'.'JjiC.iS:  hla  Typing  Data  confirms  usefulness  of  HLA-"X"  typing  in 

acute  anterior  uveitis  showing  a  prevalence  of  68%  in  this  population. 


h3L;*Arto:is  0?.  AssrnAcrs.  FV-S2: 

West  ST,  Tesar  JT  and  Schwartz  B:  Increased  prevalence  of  HLA-X  Antigen  in 
Acute  Anterior  Uveitis.  Arthritis  and  Rheumatism,  June  1982  (Abstract) 
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WORK  UNIT  #:  3169-R 


STUDY  OBJECTIVE :  Previous  studies  of  HLA  antigens  defined  a  distinct 
association  of  HLA  B-7  CREG  with  acute  anterior  uveitis.  This  HLA  antigen 
group  contains  a  public  antigenic  determinant,  the  "X"  HLA-Antigen.  Using 
a  monospecific  antibody  to  this  determinant  we  proposed  to  study  the 
incidence  of  this  HLA  antigen  in  a  population  of  patients  with  acute  anterior 
uvieitis.  The  hypothesis  on  which  this  study  is  based  is:  The  factor  which 
determines  a  genetic  susceptibility  to  acute  anterior  uveitis,  and  to  spondylo¬ 
arthropathies  is  not  the  HLA  B27  antigen  itself,  but  the  "X"  antigenic 
determinant  which  is  present  on  HLA  B-7,  B-27,  Bw22,  -B-^0,  and  B-42. 

TECHNICAL  APPROACH:  The  plan  of  this  study  is  examination  of  minimally  ^5 
subjects  with  diagnosis  of  acute  idiopathic  uveitis,  25  subjects  with 
spondyloarthropathy  and  associated  acute  anterior  uveitis,  25  patients  with 
secondary  uveitis,  and  a  large  number  of  normal  control  subjects  (date 
already  available  from  grant  studies).  The  study  subjects  are  examined  by  a 
rheumatologist  and  an  ophthalmologist,  then  a  small  sample  of  blood  from 
each  patient  and  control  is  HLA  typed  using  an  "X"  HLA-antigen  specific  anti¬ 
serum. 

PROGRESS  DURING  FY-82:  An  additional  25  patients  with  acute  anterior  uveitis 
were  examined  during  the  past  year.  A  total  of  66  patients  were  examined  to 
this  date.  All  patients  were  typed  with  antibodies  to  HLA-A,  B,C  antigen 
specificities  25  with  X-antiserum.  The  frequency  of  "X"  antigen  in  uveitis 
was  68%.  HLA  typing  data  (HLA-A,B,C  determinations)  for  a  random  population 
of  189  white  and  92  black  control  individuals  are  available  from  the  Tissue 
Typing  Laboratory. 
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Date:  1  OCT  82 

Work  Unit  No.: 

31T0-R 

Status  :’(wterih  / 

Fikal 

Start i:J3  Date: 

Date  of  Collet  ion; 

Key  Words: 

Title  cf  Project: 

Reiter's  Syndrome  in  the  United  States  Army 


Principal  InvesTICATCaCs?:  Richard  C.  Welton  (Oliver  Lawless  &  Sterling  West) 


Asscc t ATS  InvestigatorCs):  Robert  Claypool,  Peter  T.  Singleton 


Facility:  WRANC 

Dept/Svc:  Dept  Medicine/Rheumatology  Svc 

Accumulative  FEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  SRR 

1 

Study  Objective:  (a)  To  establish  the  clinical,  .laboratory ,  and  radiologic 

characteristics  of  Reiter's  Syndrome  in  the  U.S.  Army:  b)  To  define  any 
prognostic  factors  as  veil  as  the  prognosis  of  Reiter fs  Syndrome  in  this  population. 

technical  Approach: 


Process  During  FY-82: 


Number  of  Subjects  Studied: 

_  Total  (to  date): _ _  Before  Completion  of  Studyj _ 

Serious/Unexpecteo  Side  Effects  in  Subjects  Participating  in  Project(if  hone  so  state): 

Conclusions:  A3  discussed  and  noted  on  last  year's  annual  progress  report  this 
protocol  has  been  terminated  as  of  June  1981.  The  abstract  submitted  and  pre¬ 
sented  at  the  annual  meeting  of  the  Arthritis  and  Rheumatism  Association  June 
1981  was  submitted  with  last  years  progress  report.  Lack  of  supporting  personnel 
has  prevented  any  further  work  on  this  project. 


Publications  or  Abstracts.  FY-82: 
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Pate:  8  Oct  82  l/g-x  l'<::  r  !!>. :  317-1 _ Starts :'  _ lyt'aig. _ F . 

$T,-<rj:.a  Date:  February  1981  Daie  c:-  Cofh  rmti: 


Key  *>;jHas: _ „ _ t  _ _ 

Title  c?  Project:  Immunoregulation  of  Human  IgE  Biosynthesis 


Iriv^snoATo^Cs):  Thomas  A.  Fleisher ,  LTC  MC 


Associate  IwestigatmCs):  Richard  Evans  III,  COL  MC 


Facility:  MVMC  I  Dept/Svc:  Allergy-Clinical  Immunology  Service 


Accumulative  HEGCASE  Cost:  Accu«xATt va  Cc::thact  Cost 


s  Supply  Cost 


FY-85  F£CCAS£:  Contract  Cost:  Supply  Cost: 


Date  of  Cckmittee  A? wsova*  Of 
hat ual  Pi'os°.ess  P.epcf.t  FEB  2 


Stuoy"03Jsctiv£ •  Evaluate  Tn"  v f tr'd'Hu'ma n'TgF  pfMCFCTTOn 
- — : a - '  cellular  requirements. 


TSCHriiGU.  Approach:  Culture  human  peripheral  blood  mononuclear  ceiis  under 
varying  culture  conditions,  additives  and  times,  then  evaluate  supernatant 
for  IgE  content  using  highly  specific  low  level  IgE  RIA. 


35  DuP.tCC  FY-S2: 


See  attached  sheet 


flypsea  Or  Su3jects  Sruaiso: 

FY-82:  14  Total  (to  oats):  22 _  Before  Completion  or  Stusy: _ 


ScRIOUS/UfliXPeCTcO  SlCS  EFFECTS  HI  SU3J:CT3  Pa?.T(CIPAi  !(!3  It!  P.TOJSCTCiF  ROTS  SO  STATE) ; 

None 

toXLUjfOfis:  To  date  we  are  unable  to  generate  an  in  vitro  culture  system  for 
human  IgE  synthesis  that  results  in  de  novo  IgE  production  by  lymphocytes 
such  that  immunoregulatory  questions  can  be  satisfactorily  answered.  Because 
of  a  variety  of  major  technical  difficulties  at  this  juncture  in  vito  IgE 
in  man  awaits  further  clarification.  - 


Pusl iCArtojis  o?.  As 3 tracts.  FY-S2: 
Regulation  of  Human  IgE  Synthesis 
1st  Carl  W.  Tempel  Symposium 
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Annual  Progres  Report:  FY-82 

Work  Unit  No.:  3171,  Immunoregulation  of  Human  IgE  biosynthesis 
(continued) 


Progress  During  FY-82: 

We  have  continued  to  find  that  hydrocortisone  in  the  dose  range  of  10"6M  to 
10-8M  induces  in  vitro  IgE  by  atopic  patients  in  relatively  small  quantities 
(i.e.,  nanogram  amounts  from  2  x  106  lymphocytes).  We  have  also  been  unable 
to  demonstrate  any  de  novo  IgE  synthesis  by  non  atopic  patients.  The  IgE 
production  by  atopic  patients  does  not  appear  to  directly  correlate  with  the 
serum  IgE  concentration. 
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Date:®  ®2  VJqsk  Omit  No.:  3172 


Startup  Date:  February  1981 


Status:  Interim  x  Fikal 


Date  of  Ccppletiqn: 


Key  14jrds: 


Title  cf  Project:  Microplate  Enzyme-Linked  Immunosorbent  Assay  (ELISA)  for  the 
Immunodiagnosis  of  Cat  Antigen  Specific  IgE 


Principal  Invest igator(s) :  Thomas.  A.  Fleisher,  LTC  MC 


Associate  IfivESTiGAToals):  Richard  Evans  III,  COL  MC 


Facility:  HRENC _  Dept/Svc:  Allergy-Clinical  Immunology  Service 


Accumulative  JEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost 


■ 


n 


FY-83  MECCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of. 
Annual  Progress  Report  FEB  2  5 


Study  Objective:  To  develop  an  ELISA  system  for  antigen  specific  IgE 


TBcwjiCAL_A?PROACH:  Work  out  antigen  specific  ELISA  for  IgE  including  defining 
absolutely  specific  antisera  to  IgE  and  evaluate  antigen  specific  IgG 


ss  During  FY-82: 


See  attached  sheet 


HUKSert  OF  S>J3JECTS  STUDIED: 

FY-82j _  Total  (to  date): 


Before  Completion  of  Study: 


Serious/Uhexpecteo  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 

None 


Conclusions:  Methodology  is  well  worked  out  and  project  is  in  the  process 

of  being  expanded. 


Publications  o.r  Abstracts.  FY-82:  None 
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Annual  Progress  Report  FY-82 
Work  Unit  No.:  3172 
(continued) 

Progress  During  FY-82 

The  antigen  specific  ELISA  for  Ig£  appears  to  be  a  very  useful  test  that  ultimately 
could  be  considered  an  alternative  method  to  the  RAST  method.  We  have  expanded  our 
modification  of  the  system  to  amplify  the  sensitivity  and  are  currently  exploring 
using  biotinylated  anti  IgE  and  avidin  bound  enzyme.  We  are  in  the  process  of  sub¬ 
mitting  an  addendum  to  this  protocol  to  expand  the  antigens  we  examine  with  the 
ELISA  system  as  well  as  looking  for  IgE  contained  within  circulating  immune 
compl exes . 
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Date:  1  OCT  82 
Start k-S  Date: 

Key  Vfcaas: _ 

Title  cf  Project; 


toy  Unit  No. ;  3173-R 


Statust  Interim/ 


T 


Fimal 


Date of  Ccwrlet i OH: 


Evaluation  of  Histocompatibility  Antigens  in  SLE  Patients 


! 

I 

i 


Principal  IuvestigatqrCs):  Richard  C.  Welt  on.  MD 


Associate  InvestigatorCs):  Frank  Scott,  MD;  Walter  Moore,  MD 


Facility:  W3AMC 

□ 

Dept/Svc:  Medicine/Rheumatology  Service 

Accumulative  KEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rEECASE:  Contract  Cost.-  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FFfi  2  5  iom 

Study  Objective:  To  determine  whether  a  statistical  association  exists  for  H 

B  cell  and  non-B  cell  alloantigens  with  circulating  serum  auto antibodies 
clinical  manifestations  in  SLE.  _ _  ■ _ 

Technical  Approach: 

SEE  REVERSE  SIDE. 


Progress  During  FY-82: 

'  SEE  REVERSE  SIDE. 


Humber  of  Subjects  Studied: 

FT-82j _  Total  (to  dateJj _  Before  Completion  of  Study: 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  stats): 
None 

Conclusions:  — 

SEE  REVERSE  SIDE 
* 


Publications  or  Abstracts.  FY-82: 
None 
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TECHNICAL  APPROACH:  Histocompatibility  typing  will  be  performed  on 
peripheral  blood  lymphocytes  obtained  from  patients  with  SLE.  Data  on 
HLA  haplotypes  of  200  normal  individual  blood  donors  are  already 
available  and  will  serve  as  controls.  The  patients  eligible  and  consenting 
to  this  protocol  will  be  typed  for  HLA-A,B,C  and  DRW  locuses  using  the 
microcytotoxicity  method  of  Mittal  and  Terasaki.  Well  defined  and  mono- 
specific  typing  antisera  obtained  from  the  National  Institutes  of  Health 
or  from  the  International  Histocompatibility  Workshop  pool  of  antisera 
will  be  used. 

PROGRESS  DURING  FY-82 :  We  have  examined  the  frequency  of  B  lymphocyte 
(HLA-DRw)  alloantigens  in  35  patients  who  fulfilled  the  American  Rheumatism 
Association  criteria  for  Systemic  Lupus  Erythematosus  (SLE).  We  separated 
these  patients  into  three  clinical  subsets:  With  nephritis  (13),  without 
nephritis  (15),  and  with  mixed  connective  tissue  disease  (MCTD)  (7).  Twenty- 
nine  were  females,  6  were  males.  The  frequency  of  HLA-DRv3  (h6f)  and  DRv2 
( U6?)  was  increased  for  the  SLE  patients  as  a  group  compared  to  the  controls 
(25?)  and  (27?)  respectively.  DRw3  was  further  increased  to  92?  (P=  0.001)  in 
the  subset  with  Nephritis.  Anti-native  DNA  (dsDNA)  antibodies  were  positive 
in  55?  of  the  total  SLE  group  but  in  92?  of  the  subset  with  Nephritis.  These 
data  show  a  significant  association  between  DRw3,  anti  dsDNA  antibodies  and 
nephritis  in  SLE  (p  0.001).  This  association  supports  the  concept  of  a 
human  immune  response  gene  linked  to  a  specific  HLA  complex  which  codes  for 
the  production  of  anti  dsDNA  antibodies  as  one  of  the  etiological  factors  in 
the  pathogenesis  of  the  nephritis  of  SLE.  Our  findings  provide  the  first 
evidence  of  an  effect  of  an  immune  response  gene  in  the  pathogenesis  of  a 
clinical  manifestation  of  SLE.  A  tendency  for  DR-7  association  with  MCTD 
was  also  noted. 

These  initial  findings  supporting  the  concept  of  genetic  predisposition  for 
subgroups  of  clinical  SLE  are  being  confirmed  through  increased  typing  of  SLE 
patients  that  have  been  categorized  into  clinically  recognized  subgroups. 
Recent  articles  suggest  however  that  the  HLA  DR3  and  DR7  gene  may  also  be 
closely  associated  with  other  forms  of  arthritis  including  the  spondyloarthro¬ 
pathies  and  Sjogren's  Syndrome.  Therefore  in  order  to  prove  a  specific 
association  the  HLA  complex  B  cell  alloantigens  with  SLE,  other  arthritis  - 
syndromes  must  be  investigated  for  DR  antigen  association.  Addenda  to  this 
protocol  are  being  written  at  this  time  to  properly  define  the  DR  antigen 
associations  in  SLE  through  expansion  of  disease  categories  studies  in  the 
same  manner. 
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Date:18  Nov  82  1  Yqsk  Put  fia.;  3174 
Start  i:JS  Date:  27  July  1981 _ 


1  Status:  twrggia  X  Ftrai, 


Date  c?  CctyLSTic:i:  1984 


Key  Vc?£s:  Asthma  specific  antibody  responses _ _ _ _ _ _ _ _ _ _ _ _ _ 

tjuj c  c-  psojicr:  Quantitative  Inmunoglobulin  Levels  and  Other  Parameters  ot 
In  vivo  Tnmirtf*  Function  in  Steroid-Dependent  and  Non-Steroid  Dependent 
Asthmatics  .  _ ,  ■  _ _ *• _ .  .  .  .  . _ 

PatgctgjL  I«p.n-sTtCATgtCs):  Renata  J.  ,M.-  Engler,  LCDR,  MS,  USNR  .  , 


Facility:  UVtfC  and  NhMC 

Dspt/Svc:  Allergy-Clinical  Inmunology  Service 

Accumulative  hECCASE  Cost: 

ACCUMULATIVE  CONTRACT  COST: 

Accumulative  Supply  Cost: 

'  FY-85  RECCASE: .  Contract  Cost:  .  Supply  Cost: 

Bate  o?  CowiTeg  Approval.  Of.. 

Annual  Prosress  Report  FEd  2  5  1983 

T"3  — ~TP~dstgrmifle  wtetlujr  ur- not- 

1  ■ 
-sterpit 

E=S5=giEBtecB  wlLh  cpsci 

to  what  is  1H 

gg*;  ayfesygs. & 

THCHri^T-  P-VaOjOi-  improve  statistical  analyses. 

Procedure  and  workup  as  outline^  in  the  original  protocol.  ■  • 

Paoot-ss  C'-phk  FY-8?:  Abstract  was  accepteil  at  XI  Intematicnal  Congress  of 
msTgOlSgy  Aftd  Clinical  limnology,  London,  England,  - October  1982. 

Data  is  being. compiled  arid  .statistically  analyzed  for  paper. 


I«K3=a  of  Supers  Studied: 

81:  Appmx.  30 

F^"S2j_JL6llZC_18  Total  (to  bats): 


_JJL 


Before  C»s»LEnoM  a-  Study:  80 


ScRlOU3/U«=X?ECTEO  Sl-DS  EFFECTS  III  SU3JECTS  PaRTICIPATIHG  HI  PiTOJECtCiF  fang  so  STATS): 
No  significant  adverse  effects  have  resulted  throughout  the  study. 


toscLUjttm:  Wg.  iij^g  to  continue  the  present  study  with  expanded  nunber 

of  enrolled  patients  in  order  to  clarify  the  question  of  whether  or  not 
sterdids  have  a  primary  effect  on  specific  antibody  response  in  certain 
asthmatic  patients  or  if  this  is  unique  to  certain  patients  because  of  an 
underlying  iiccune  deficiency, 


Publications  at  Abstracts.  FY-S2: 

Abstract  presented  at  American  Academy  of  Allergy  meeting,  Montreal,  Canada, 
March  1982.  . 

Abstract  accepted  at  XI  Intematicnal  Congress  of  Allergology  and  Clinical 
Inmunology,  London,  England,.  October  1982. 

r 
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Date:  1  OCT  82 1  '.'gy  fair  Ho.:  3175-R 


Startup  Date: 


Date  of  Collet  ic:i: 


Status  u-i  ) 


f'iUAi. 


Key  I&pjs: _ _ _ _ 

Title  CF  PROJECT:  Identification  of  dsDNA  Binding  Cells  in  SLE  Patients 


Principal  IwesTIC-atcrCs?:  Richard  C.  Welton,  MAJ ,  MC 


Associate  IwestigatorCs): 


Facility:  KRAMC 

Dept/Svc:  Medicine /Rheumatology  Service 

Accu'1!Lativ=  MEDCASE  Cost: 

Accumulative  CcriTRAcr  Cost: 

Accumulative  Supply  Cost: 

FY-85  fECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Cct:n;t7FE  Approval  JJf  _ 
Annual  Progress  Report  rtB  2  5  1983 

1 _ 

- - - 

Study  Objective: 


Technical  Approach: 


Progress  Curing  FY-82: 


Hutser  of  Subjects  Studied: 

FY-82j _  Total  (to  oats)j _  Before  Completion  of  Stubyj _ 

SeRIOUS/U, '.'EXPECTED  SlOE  EFFECTS  III  SUBJECTS  pAETICIPATIIKS  Ifl  pR3JECT(lF  («?!€  SO  STATE): 

Conclusions:  Lack  of  personnel  support  to  perform  the  laboratory  procedures  of  this 
protocol  as  well  as  other  protocols,  and  because  of  other  more  pressing  protocol 
priorities  .no  progress  has  been  made  on  this  protocol  to  date.  Because  of 
no  apparent  foreseeable  change  in  the  above  situation,  I  have  to  recommend 
termination  of  this  protocol  at  this  time. 


Publications  or  Abstracts.  FY-82: 
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Date:  1  OCT  82  Uay  fan  f.‘a. :  3176-R 


Status i 


Starting  Date: 


Date  c:-  Coa-uet  ic:i  : 


Key  Words: _ _ _ _ _ _ 

Title  Cr  Project:  Measurement  of  Immune  Complexes  in  Systemic  Lupus 
Erythematosus . 


Pa If.CIPAL  IfP/SSTIC-ATca's) : _ .Charles  S.  Via,  MAJ ,  MC 


Associate  InvestigatorCs) : _ Richard  C.  WElton,  MAJ(P),  MC 


Facility:  K?.A”,C 

Dept/Svc:  Medicine/Rheumatology  Service 

Accumulative  j-cDCASl  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  MEGCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Co'-tuttee  Approve  J)f- 
Annual  Progress  Report  rto  2  5  1983 

- - - - — . — . 

1 

Study  Objective: 


technical  Approach: 


Progress  Curing  FY-82: 


fluFsea  of  Subjects  Studied: 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Studyj _ 

Serious/Unex’scteo  Side  Effects  hi  Subjects  Participating  in  Prcject(jf  none  so  state): 

Conclusions:  Work  was  completed  on  this  protocol  in  June  1932.  The  abstract 
generated  by  the  data  was  submitted  to  the  Annual  Meeting  of  the  Arthritis  and 
Rheumatism  Association  in  June  1982.  Please  see  attached. 

No  further  work  will  be  applied  to  this  protocol  in  the  upcoming  year.  I 
consider  this  protocol  terminated. 


Publications  or  Abstracts.  FY-32: 
See  attached. 


409 


/  i AD-A129  243 

UNCLASSI FIEC 

ANNUAL  PROGRESS  REPORT  FY-82  VOLUME  lt<U)  WALTER  REED  91  iL 

ARMY  MEDICAL  CENTER  WASHINGTON  DC  1982  *  ~ 

F/G  6/5  NL 

■ 

j 

 J 

-  -  -J 

J 

i 

: 

l 

! 

1 

w 


MICROCOPY  RESOLUTION  TEST  CHART 

NATIONAL  BUREAU  Of  STANOARHS  1963  A 


HSHL-AI 


6  October  1982 


Annual  Progress  Report 


Work  Unit  No.:  3177 
Status:  Interim 

Estimated  Completion  Date:  30  September  1982 

Key  Words:  Complement  Receptor,  Binding,  C3b,  Leukocyte 

Title  of  Project:  Binding  of  C3b  Oligomers  to  Human  C3b  Receptors 

Investigators: 

Principal :  Melvin  Berger,  MAJ  MC 

Allergy-Clinical  Inmunology  Service 
Walter  Reed  Army  Medical  Center 


Technical  Approach: 

1.  Avidin  was  used  to  link  biotinyl  C3b  Into  oligomers  which  were  then  iso¬ 
lated  by  gel  filtration.  Relative  affinities  of  oligomers  for  polymorphonucle¬ 
ar  leukocyte  complement  receptors  were  determined  using  a  rosette  inhibition 
assay. 

2.  Complement  receptors  on  B-lymphocytes  were  also  studied  using  the  rosette 
inhibition  assay. 

3.  Effects  of  lymphoklnes  on  polymorphonuclear  leukocyte  complement  receptors 
were  also  studied  by  rosette  formation  assays  as  well  as  by  direct  binding 
studies  of  1Z5I-C3b. 

Progress  during  FV-82: 

1.  Reproducible  oligomer  formation  has  been  achieved  and  oligomers  have  been 
characterized  and  purified  by  sequential  gel  filtration  steps.  Dimers  may  be 
obtained  in  good  yield  but  the  yield  of  tetramers  has  been  disappointingly  low. 
Results  of  rosette  inhibition  studies  show  that  dimers,  whether  formed  by 

avi din-biotin  linkage  or  spontaneously  during  the  cleavage  of  C3  to  C3b,  bind 
about  5  times  better  than  monomeric  C3b.  (5.81  +0.80  for  spontaneous  dimers, 
4.61  +  1.47  for  avldin-llnked).  Large  oligomers  bind  6.9  +  2.0  fold  more  ef¬ 
fectively  than  monomers.  Experiments  are  currently  underway  to  determine  if 
these  oligomers  activate  neutrophils  by  cross-linking  C3b  receptors. 

2.  The  B-lymphocyte  C3b  receptor  has  been  found  to  be  similar  to  the  C3b  re¬ 
ceptor  of  neutrophils  and  red  cells  In  that  It  Is  not  blocked  by  native  C3  at 
physiologic  concentrations  but  Is  effectively  inhibited  by  monomeric  C3b  at 
5-6  jig/ml . 

3.  A  lymphocyte  culture  supernatant  factor  has  been  shown  to  specifically  In¬ 
crease  neutrophil  C3b  receptors  while  having  little  or  no  effect  on  Fc  recep¬ 
tors  for  IgG.  Effects  of  this  material  on  metabolic  processes  of  the  cell 
have  been  described  previously.  These  findings  suggest  an  additional  mecha¬ 
nism  which  may  be  Important  in  invo. 


Annual  Progress  Report 
Work  Unit  No.:  3177 
(continued) 


Number  of  Subjects:  N/A 

Side  Effects:  "No  serious  or  unexpected  side  effects  occurred" 

Conclusions:  See  above  under  progress 

Abstract:  Neutrophil  activating  factor  from  a  continuous  lymphoid  cell  line 
mediates  Increased  number  of  neutrophil  C3b  receptors  and  Increased  functional 
activity.  Submitted  to  15th  Int.  Leukocyte  Culture  Conf.  A.  Cross,  M.  Berger, 

G.  Lowell,  J.  Sadoff. 

Publication: 

Characterization  of  Ligand  Binding  to  Human  B-Lymphocyte  Complement  (CR1)  Receptor 
M.  Berger,  T.  Flelsher,  manuscript  In  preparation. 

Funding  Requirements:  Unchanged 


Pate  cf  Completion: 


Date:  1  0CT  82}  Kay  Unit  fia.:  3178-R 
Starting  Date:  1982 


NTERIH  y  Fikal 


1981 


Key  Items:  Seronegative  Arthritis,  B-7  CREG,  X-antigens _ 

Title  cf  Project:  study  of  Cross  Reactive  B-7  CREG  and  B-lymphocyte  antibodies 
in  Seronegative  Rheumatoid  Arthritis  Patients 


Principal  1kve$tigatcr(s?: 
Associate  Ikvestigator(s): 
Facility:  VRANC _ 

Accumulative  iEDCASE  Cost: 


Joseph  T.  Tesar,  MD;  Frank  Wellbome,  MD 


Arthur  Kunath,  MD:  Richard  C.  Welton,  MD 


Dept/Svc:  Medicine/Rheumatology  Service 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 


FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  25  193? 


Study  Objective:  To  determine  the  frequency  of  HLA-X,  A,B,C  antigens  in 
seronegative  Rheumatoid  Arthritis  patients. 

TECHNICAL  A°proach:  HLA-X,  A,B,C  typing  using  the  NIH  microlymaocytotoxicity 
technique^  Patients  examined  according  to  standardized  protocol. 


Progress  During  FY82:  A  total  of  53  seronegative  rheumatoid  arthritis  'gatlants 
werfe  examined  and"  HLA  typed. 

Number  of  Sj3jects  Studied:  ~ 

FY-82:  23  Total  (to  date)j _ 23  Before  Completion  of  Study:  18-50 

SeRious/UfiExpEcTEo  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 

Hone,  preliminary 

CoNCLUS ions :  72%  of  23  patients  with  seronegative  rheumatoid  arthritis  haa  a 

B-7  CREG  antigen,  as  determined  by  HLA  A,B,C  typing.  Control  individuals 
had  a  17%  incidence  of  this  antigen  complex. 


Publications  or  Abstracts.  FY-82: 

Abstract  in  preparations  for  1982  (study  in  progress  for  5-6  months  only). 
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Status: 


J  Fl  .-ML 


Cat 


Start j:aj  Datc:  Date  of  Completion: 


Key  Uopjs: _ 


Title  CF  Project:  Fluorescent  Antinuclear  Antibody  Detection  in  Polymyositis, 
Dermatomyositis,  Scleroderma  and  CREST  Syndrome,  Using  a  KB  cultured 


Pstr.CE?AL  INVESTIGATOR'S 


Associate  IhvestigatorCs)  : 


Faciu  ty:  KRfiiC 


Dept/Svc:  Medicine/Rheumatology  &  Clinical  Immun. 


■ 

Accumulative  Contract  Cost 

■ 

Accumulative  Supply  Cost 

FY-83  F2DCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  0 

I  Annual  Progress  Report 


Stuoy  Objective 


technical  Approach: 


35  Curing  FY-82: 


KUfSeR  OF  SUBJECTS  STUDIED: 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Study: _ 


ScR lOUS/UrtHXPSCTEO  SlOS  EFFECTS  III  SUBJECTS  PARTICIPATING  III  PROJECT(lF  RONE  SO  STATE): 


CffaXUSIOMS:  Lack  of  personnel  support  to  perform  the  laboratory  procedures  of 
this  protocol  as  well  as  other  protocols,  and  because  of  other  more  pressing 
protocol  priorities  no  progress  has  been  made  on  this  protocol  to  date.  Becuase 
of  no  apparent  foreseeable  change  in  the  above  situation,  I  have  to  recommend 
termination  of  this  protocol  at  this  time. 


Publications  or  Abstracts.  FY-82: 


1 


Date:  6  0ct  Qf  toy  ISnit  No.:  3180 


Status:  Interim XXFjkal 


Startup  Date:  Dec  1981 _ Path  of  Completion:  June  1983 _ 

Key  llbaas:  I®me<iiate  Skin  Tests  Uremia  Transplant _ 

Title  cf  Project:  evaluation  of  immediate  hypersensitivity  in  patients 

WITH  RENAL  INSUFFICIENCY. 


Principal  IhveSTIGATQR(s):  James.  R.  Baker,  Jr.,  MD  CPT  MC 


W..T.I Mmamhli  Harrison  Hassell,  Jack  Moore 


Facility:  WRA'C 

Dept/Svc:  Allergy /R< 

enal 

Accumulative  rEOCASS  Cost: 

.00 

Accumulative  Contract  Cost: 
.00 

Accumulative  Supply  Cost: 
.00 

FY-83  i€CCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FFR  2  5  1983 

1... 

Study  Objective:  study  to  see  if  skin  tests  are  reliable  in  renal 
failure. 


-TtriiAi ;  f\3t  fo?P01TH  • 

— l-£ - - - '  skin  testing,  serum  rast  determinations,  serum 

IgE  determinations. 

Fifteen  patients  were  tested,  12  of  which  had 
positive  skin  tests.  No  statistical  difference  in  allergen  skin^below^ 

fiUPBcft  OF  SusJcCTS  STUDIED: 

FY-82:  15  Total  (to  date)  :  1 5 _  Before  Completion  a-  Study;  30 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectOf  h one  so  state): 

_ none _ 

Conclusions:  There  may  be  an  increase  in  the  threshold  for  now. 

Specific  histamine  release  in  uremia. 


Publications  or  Abstracts.  FY-82: 

NONE 

Progress  continued  from  above:  tests  were  noted.  A  decrease 
in  the  threshold  of  non-specific  histamine  release  was  noted 
(p^.05).  None  of  the  in  vitro  tests  done  --  blood  has  been 
collected . 
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Date:  12  Oct  82 

|.'ofk  tor  to:  3181 

1  Status:  Ihterjm  X 

Startup  Date: 

February  1982  Date  c,  C(m£T.c:i:  1984 

Key  IbsDs:  ...  .  . 

Title  cf  Project:  Lymphoid  Responsiveness  to  Human  Interferon  in  Systemic 
Lupus  Erythematosis 


P.nr.ci?AL  toTfc-ATca^s):  Thomas  A.  Fleisher,  LTC  MC 


Associate  If!vgsTiGATon(s):  Richard  Wei  ton,  MAJ  MC 


Facility: 

Dspt/Svc:  Allergy-Clinical  Immunology  Service 

Accumulative  fiEDCASE  Cost: 

Accusulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-85  iECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Aoproval  Of 
wnual  Progress  Report  cpb  o  z  ioo-j 

1  . 

Study  Objective:  Evaluate  the  responsiveness  of  in  vitro  B  cell  Tg  production 
By  patients "with  systemic  lupus  erythematosis  to  human  lymphoblastoid 
interferon. _ ' _ 


ft??a oath:  Set  up  in  vitro  cultures  for  polyclonal  imnunog loDuiin 
U5lng  nomarand  patienFlymphoid  cells  and  compare  the  effect  of  varying 
concentrations  of  human  lymphoblastoid  IFN  on  Ig  production. 

Process  Cup.inc  Flf-82:  There  appears  to  be  a  small  subgroup  of  SLE  patients  tha t 
do  rtdt  demonstrate  IFN  mediated  suppression  of  polyclonal  Ig  production  in 
contrast  to  normals  and  the  other  SLE  patl ents . 

Kucssa  of  Su3jicts  Studied: 

FY-82  :  24  Total  (to  date):  24 _  Before  Copletiou  of  Study:  50 


Serious/Unsxpected  Side  Effects  in  Subjects  Participatk!3  in  Project(if  hone  so  stat'): 

None 

Cp.'io.'JStQfis:  Study  continuing  to  identify  common  features  in  abnormal  responding 
group  and  to  further  characterize  the  level  of  the  defect  (i.e.,  if  it  is  at 
the  B  cell  level);  also  suggestion  of  possible  therapy  with  IFN  In  those  SLE 
patients  that  are  suppressed  by  IFN. 


Publications  or  Asstracts.  FYS2: 

1.  Fleisher,  TA,  AM  Attallah,  J  Misltl,  G  Tosato  and  WC  Greene.  1982. 
Interferon  mediated  regulation  of  human  immunoglobulin  synthesis. 
Clinical  Res  2:348A. 

2.  Fleisher,  TA,  AM  Attallah,  G  Tosato,  RM  Blaese,  and  WC  Greene.  1982. 
Interferon-mediated  Inhibition  of  human  polyclonal  Immunoglobulin 
synthesis.  0.  Immunol  129:1099. 
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Pats:8  Oct  82  |  Ci.: _ 3182 _ ^SrATiis:  j/ijiHiy, _ bi:i.,_x _ 

ST.->n:.\i  _ Eatc  c.-  Cw->t  rn o:L:_ _ 23  Sep  82 _ 

Key  Ksas:  Silicone;  Patch  Testing _ 

Title  cf  Project:  _  ^  _ 

Silicone  Patch  Testing 

_  > _ ’ _ _ 

Principal  ha^snoAT-ia^s?:  ^rt^e  L.  Shelton,  LTC  MC _ 

Asscc [at£  tf!v=sncArc.i(s):  Renata  Engl er,  LCDR,  MC  Richard  J.  Summers,  COL  MC 
Facility:  KWiC  __  1  DTFr/SvcT^1 1  er9y-cl 1  "i cal  Immunology  Service 

Accusjlativs  fcDCASE  Cost:  Accumulative  Cc:;n?Acr  Cost:  Accu  i'Jlati vs  Supply  Cost: 

_ 0 _  0 _ I  0- _ 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost:  Date  of  Ccy-utte'.  Approval  Or 

0  ..  0  0  kmjx.  P»:o2?>=ss  Report  KB  25T983 


Study  Objective:  To  determine  propensity  of  silicone  causing  delayed 
3  hypersensitivity  or  type  IV  reaction. 

TSchii-cal  Approach:  Patch  testing  and  anergy  skin  ~ 


Process  Cants  FY-S2:  Continuing  research  data.  Presented  at  Fitzsimons  Army  Med  Ctr. 
Assembling  findings  for  presentation  and  publication  of  paper  for  the  American 
Academy  of  Allergy  Journal  of  Allergy  and  Clinical  Immunology. _ 

Kunsea  of  Subjects  Studied:  ™~ 

FY-82:  20  Total  (to  date):  20 _  Before  CcMFLEnos  a'  Stuoyj _ 

ScR lOUS/lfclEXFECTcD  SlCS  EFFECTS  HI  $U3JEC75  pARTIClPATliiS  III  PtBJECT(iF  ION#  SO  STATE): 

None _ 

CONCLUSIONS:  ™”““ 

One  patient  with  positive  reaction  to  silicone 


Publications  03  Assurers.  FY-S2:  ^one 

Paper  In  process  for  presentation  and  publication  for  Journal  of  Allergy  and 
Clinical  Immunology. 
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HSHL-AI 


6  October  1982 


Annual  Progress  Report 


Work  Uni t  No . :  3183 
Status :  Interim 

Estimated  Completion  Date:  30  September  1983 

Key  Words:  Complement,  Antibody,  Bacteria,  Avidin-Blotin,  Affinity  Chromatography 

Title  of  Project:  Isolation  of  Acceptors  for  Acylation  by  C3  during  Complement 
Activation 

Investigators: 

Principal :  Melvin  Berger,  MAJ  MC 

Allergy-Clinical  Immunology  Service 
Walter  Reed  Army  Medical  Center 

Study  Objective:  Development  of  methods  to  isolate  and  characterize  the  con¬ 
stituents  to  which  C3  becomes  attached  during  activation  and  to  study  the  phys¬ 
iology  of  the  C3  molecule. 

Technical  Approach:  Biotinylated  C3  was  allowed  to  become  activated  by  addition 
to  serum  or  with  purified  complement  components,  with  or  without  antibody.  In 
the  presence  of  sheep  erythrocytes  or  pneumococci  as  targets.  In  addition,  a 
model  of  C3  activation  using  trypsin  cleavage  in  the  presence  of  radio  labelled 
small  molecules  as  acceptors  was  also  employed.  Avidin  conjugates  were  then 
used  to  localize  the  sites  of  C3  deposition  by  electron  microscopy  and  avidin- 
Sepharose  was  used  for  isolation  of  acyl  acceptors  by  affinity  chromatography. 

Progress  During  FY-82: 

1.  Use  of  blotinyl  C3  and  avldln-fervitln  to  localize  sites  of  C3  deposition 
or  pneumococci -electron  micrographs  demonstrated  that  anti -cell  wall  antibody 
localized  C3  to  the  bacterial  cell  wall  and  that  anti -capsular  antibody  local¬ 
ized  C3  to  the  capsule.  C3  fixed  by  the  alternative  pathway  of  complement 
activation  was  quantitatively  similar  for  encapsulated  and  rough  organisms  but 
could  only  be  Identified  by  avldln-ferritln  staining  with  rough  organisms  pre¬ 
sumably  due  to  interference  by  the  capsule  with  the  large  ferritin  moieties. 
Although  It  has  not  yet  been  possible  to  Isolate  the  bacterial  constituent  to 
which  C3b  becomes  attached  per  se,  use  of  _iabel led  antibody  allowed  re¬ 
covery  of  both  IgG  and  IgM  on  avidln-Sepharose  columns  Indicating  that  covalent 
linkages  between  C3b  and  these  antibodies  had  been  formed  during  activation. 

These  complexes  were  only  partly  released  by  hydroxyl  amine  treatment  suggesting 
that  amide  as  well  as  ester  linkages  were  formed. 

2.  Irypsln  cleaved  blotinyl  C3  formed  covalent  linkages  with  both  ^H-raffinose 
and  JH-1ys1ne.  These  radlolabelled  small  molecules  were  then  retained  on  avidln- 
Sepharose,  as  predicted.  Following  treatment  with  hydroxyl amine,  all  of  the 
3H-raff1nose  was  released,  as  expected  since  this  complex  sugar  can  form  only 
ester  linkages.  With  3H-lys1ne  however,  similar  release  was  also  obtained  with 
hydroxyl amine  although  In  this  case,  hydroxyl  amine-resistant  peptide  bonds  were 
expected.  Further  analysis  by  SDS-polyacrylamlde  gel  electrophoresis  revealed 
extensive  proteolysis  had  taken  place  probably  accounting  for  the  release. 

These  experiments  are  continuing. 


Annual  Progress  Report 
Work  Unit  No.:  3183 
(continued) 

3.  Attempts  to  identify  acyl  acceptors  from  sheep  erythrocytes  have,  as  yet, 
been  unsuccessful  regardless  of  whether  1Z5I  was  bound  to  IgG  or  IgM  antibody 
or  to  the  surface  of  the  red  cell.  This  may  be  due  to  problems  with  the 
specificity  of  uptake  of  125I  onto  exposed  molecules  which  are  not  the  true 
targets  for  acylation.  In  each  case,  only  non-specific  binding  (not  prevented 
by  excess  biotin)  to  avidin-Sepharose  was  obtained. 

Number  of  Subjects:  N/A 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Projects:  "No 
serious  or  unexpected  side  effects" 

Conclusions: 

1.  Approach  basically  sound  but  problems  with  non-specific  binding  to  avidin- 
Sepharose  limits  general  applicability  of.  this  system. 

2.  When  specific  acceptors  (or  putative  acceptors)  can  be  labelled,  appropriate 
controls  for  non-specific  binding  can  be  performed  and  this  system  can  be  used. 

3.  In  particular,  these  methods  have  been  used  for  localization  of  C3b  and  anti 
body  or  pneumococci  and  isolation  of  C3b-antibody  complexes  from  organisms. 

Publications  and  Abstracts 


Abstracts : 

Use  of  biotinylated  reagents  to  localize  antibody  and  complement  on  pneumococci. 
M.  Berger,  E.  Brown,  R.  Cole  and  M.  M.  Frank.  Fed.  Proc.  41:829  (1982). 

Presented  at  66th  Annual  FASEB  meeting.  New  Orleans,  LA,  Tpril  1382. 

Publications: 

1.  Localization  of  C3  on  streptococcus  pneumoniae:  Anticapsular  antibody  causes 
C3  deposition  on  the  pneumococcal  capsule.  E.  J.  Brown,  K.  A.  Joiner,  R.  M.  Cole 
and  M.  Berger.  Infection  and  Immunity,  in  press. 

2.  Classical  complement  pathway  activation  by  anti -pneumococcal  antibodies  leads 
to  covalent  binding  of  C3b  to  antibody  molecules.  E.  J.  Brown,  M.  Berger, 

K.  A.  Joiner,  M.  M.  Frank.  Submitted  for  publication.  Science. 

Funding  Requirements  for  FY-83:  Unchanged 
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Tam:  1  OCT  82)  VfcxJj :r  fr».;  __  318U-I 


Starts:.*;  lUre: 


Tin.i.  Cr  Nifedipine  in  the  Treatment  of  Raynaud's  Disease  and 

Scleroderma-associated  Raynaud's  Syndrome 


„  ,  ,  .  John  L.  Luetkemeyer,  MD  ;  Joseph  T.  Tesar,  MD 

.-^r.C |ii-:L'TIGATf5S's): 


!fiVcSTiGATa-»(s):  Richard  C.  Welton,  MD 


Df.pt/Svc:  Medicine/Rheumatology  Service 


Accumulative  Contract  Cost:  Accuwlativh  Supply  Cost 


FY-S5  r£CCAS£:  Con r pact  Cost:  Supply  Cost:  I  Date  cr-  Cc.t::ttcc  Approval  Op 

I  /.tnual  Progress  Report  Pfp  9  5  ^ 


Hsu?*  Or  S'JjJTCTS  STUDIED: 

FY-22: _  Total  (to  date): 


Before  Ca>w.ETiO.'!  or-  Stloy: 


S- RICO 5.- L-'tsXPSC TEO  S;C=  ErPfCTS  [ft  S'J3V3CTS  pARTICiPATIMS  Iff  PtOJTCT( If  tij.'ii  SO  STATE); 


CC-iC-VStCMS: 

This  protocol  was  only  recently  approved.  Therefore  progress  on  this 
protocol  has  just  begun.  A  report  on  the  progress  of  this  protocol  would 
therefore  he  most  appropriate  at  a  later  date. 


ate:  8  Oct  82  1  toy  Unit  Ho.:  3185 


Start k&  Date:  September  1981  Date  of 


Key  Ub«DS:  Urine;  Histamine;  Assay 


Title  cf  Project:  Urine  Histamine  Assay  Study 


Sfivrus:  IfiTi iiu-i  X  fi.-y* 


Date  of  Ccmhet.cn:  January  1983 


Principal  Ifi'/ESTiGATcaCs) :  Artie  L.  Shelton,  LTC,  MC 


Associate  IhvestigatorCs):  Michael  A.  Kaliner.  MO,  Head,  Allergic  Disease  Section,  NIAID 


Facility:  VRA'IC _ Dept/Svc:  Allerav-Cl inical  Immunology  Service 


Acokulative  fcCCASS  Cost;  AccuiaJUTtvi  Contract  Cost:  Accumulative  Supply  Cost: 


FY-85  i'£ CCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  ctr  2  5  1QR3 


Study  Objective:  To  analyze  differences  in  urinary  histamine  1 evel s  "between 
patients  having  systemic  reactions  and  those  without  a  reaction  related  to 

intravenous  Dvelooram  (IVPl  studies. _ _ _ , _ 

technical  Approach :  The  specimens  obtained  will  be  the  post  void  urine  which 
is  a  routine  part  of  the  Intravenous  pyelogram  study.  These  samples  will 
be  analyzed  for  histamine  release. 


Progress  During  FY-82:  All  data  collected,  it  is  being 


Humber  of  Su3jects  Studied 
FY-82:  100  T< 


Total  (to  date)  :  100 


Before  Cc-ypletio.':  of  Study:  100 


Sep.ious/Unsxpscteo  Side  Effects  in  Su3jects  Participating  in  ProjectC  if  hots  so  stat=): 

None 

CONCL'JStOMS:  " 

Histamine  seems  to  be  released  Into  urine  during  anaphylaxis. 


r 


Date: 


6_,  £lf.  t&2 


toy  UMt t  No. :  3186 


Status:'  1  nter i h  XX  F i ::>t 


Starting  Date:  Aug  1982 _ Date  of  toy  let  ion:  June  1984  _ 

Key  Inaras: _ _ _ _ _ _ _ 

Title  CF  PROJECT:  In  Vivo  and  In  Vitro  Analysis  of  the  Large  Local 
Reaction  to  Hymenoptera  Venom. 


Principal  1westioatc«(s): 


J.R.  Baker,  Jr.,  MD 


Associate  Investigators)  : 


Drs.  Fleischer  and  Summers 


Facility:  WRAT 


Dept/Svc :  Allergy  Immunology 


Accumulative  FEDCASE  Cost: 


ACCUMULATIVE  CCiiTRACT  COST: 


Accumulative  Supply  Cost: 
$432.70 


FY-83  FEDCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Op 
A.nnual  Progress  Report  rrn  «  . 

hcfi  8  5  Win 


Study  OBJECTIVE:  Determine  what  causes  the  reaction  to  venom. 


technical  Approach: 

Lymphocyte  stimulation  and  skin  biopsies. 

PROGRESS  Curing  FY-S2:  We  had  difficulty  obtaining  patients  who  fit 
the  protocol.  Two  patients  were  found,  but  the  results  were 
not  conclusive. _ _ _ _ 

Dumber  of  Subjects  Studied:  ” 

FY-82:  2  Total  (to  date) :  2 _  Before  Completion  o?  Study:  20 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  Project^ if  none  so  state): 

None _ _ _ 

Conclusions:  ~  ™  “ 

None  at  present.  The  cause  of  this  reaction  is  stil 

unknown . 


Publications  or  Abstracts.  FY-82: 
None 


i 

i 
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Date:  6)cc82  |  fay  (Suit  ffa,:  3187 

Starting  Date:  2  August  1982 _ 


_ I  Status:  I  me  rim  rr  Fikal _ 

Date  of  Completion:  1  June  1983 

Key  totDS:  Heart  Antlhndlog - E-LlAa - - 

Title  c?  Project:  development  of  an  elisa  assay  for  antiheart  anti¬ 
bodies. 


PRINCIPAL  InvESTIGATOrCs? :  J  .  R »  Baker.  Jr..  MD .  CPT.  MC 


Associate  Investigates):  Drs~  Bur8er»  Summers  and  Fleischer 


Facility:  VEVMC 

Dept/Svc:  Allergy 

Immunology 

Accumulative  fEDCASE  Cost: 

.00 

Accumulative  Contract  Cost: 
.00 

Accumulative  Supply  Cost: 
$1,610.55 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Ccf-MiTTEc  Approval  Of 
/■.nnual  Progress  Report  rrn  o  e 

..  I 

L 

Study  Objective:  Develop  an  assay  for  antiheart  antibodies  which 
was  practical. 


technical  Approach : 

Use  an  Elisa  system. 


Progress  During  FY-82:  An  assay  has  been  developed.  Statistical 
results  have  been  shown  between  normals  and  Dresslers'  syn- 
drome.  Refinements  of  the  assay  are  now  being  done  to  make  (below) 
Kupser  of  Subjects  Studied:  — - 

FY-82:  75  Total  (to  date? :  7  5 _  Before  Completion  o?  Study:  150 

ScRious/Uhexpected  Side  Effects  in  Subjects  Participating  in  Ptoject(if  moss  so  state): 

None 

CONCLUSIONS:  The  assay  does  measure  antiheart  antibodies,  and 
probably  will  be  very  practical  to  perform  on  a  large  scale. 


Publications  or  Abstracts.  FY-82: 

None.  Will  be  done  in  FY-83. 
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* 


JJatc: 1  OCT  A  Ik*  l»:tr  to. : _ 3188-R _ I  Sta _ f  «> _ 

S r,\T v  i:.u  ?l,\ re  '■  1  April  19^2 _ fh .v  _c  1  'M_: _ 30_March  198^  _ 

j;E>  Wyjs:  Anti-DNA  Antibodies;  3y3temic  lupus  erythematosus _ 

Title  cf  Project:  comparison  of  the  FLAX  and  Crithidia  luciliae  methods  for 
measuring  anti-DNA  antibodies  in  systemic  lupus  erythematosus. 


lwssytOATca(s>:  Bernard  H.  Berne,  M.D. ,  Ph.D. ;  Richard  C.  Welton,  MAJ ,  MC 

ASSOCIATE  1i IVeST t GAT J?.Cs )  : _ 


Facility:  KWE 


Etpt/Svc:  Medicine/Rheumatology  &  Clin.  Imm.  Svc 


Accuwlativs  icCCAS£  Cost: 
0 


Accumulative  Compact  Cost: 
0 


Pi -33  r£T C/«S£:  Con pact  Cost:  Sj.vly  Cost : 

_  _  $7,000.00 


Accumulative  Sjrply  Coot: 
$2,61*0.00 


D  vi  r  cr-  C'  .y.'.’  frV  Aok-ovol  CV 

/•.WCAL 


U .  : :  Tr  k3k-:o-/el  ut 

P.-cmss  Repair  fEB  2  5  ?0R3 


Sr  joy  Os-L.cn  Yc : 


SEE  ATTACHED  SHEET. 


TtO'T'C.'l  k-p?v,ch: 


Piiwvcs  L-u.Tif.-d  FY  32: 


Or  Soj.’TCTS  S.uaicO: 

FY-32: _  Total  (to  date): 


Before  Ck'-3lETiON‘  Cr  Stl'sy: 


S'  P I  CM  S  /tl .  I :  3  C  V  £  D  S;C=  cFrSCTS  Ifl  S'-BJECTS  P/ViT  ICirV.rtLG  pt  PiTOJlcrCl?  Ml'.s  SO  STATE  ) : 


Co  :a.’JS!C:.s: 


K!.-i.iCAno:is  o.t  Assp.'.cts.  FY  -32: 
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DATE:  l  XT  82 


WORK  UNIT  NO.:  3I88-R 


Status:  Interim 


STUDY  OBJECTIVE;  Compare  the  reproducibilities,  specificities,  sensitivities 
and  other  parameters  of  the  FLAX  fluorometric  Immunoassay  and  the  Crlthldia 
luciliae  microscopic  Immunofluorescence  assay  for  antl-DNA  antibodies. 

Determine  the  preferable  method  for  use  in  the  diagnosis  and  management  of 
systemic  lupus  erythematosus  (SLE). 

TECHNICAL  APPROACH:  Commercial  anti-DNA  kits  using  Crlthidla  luciliae  and  the 
FLAX  assay  are  being  tested  for  specificity,  reproducibility,  sensitivity,  cost 
and  reliability  in  the  diagnosis  and  management  of  SLE. 

PROGRESS  DURING  FY-82:  The  project  started  in  the  middle  of  FY-82.  We  have 
performed  over  1000  tests  using  the  Crithidia  method  for  reproducibility 
studies.  We  have  established  a  correlation  between  the  units  used  in  the  FIAX 
assay  and  the  antibody  titers  in  the  Crlthldia  assay.  We  find  the 
reproducibility  of  the  Crlthidla  assay  to  be  generally  good,  except  when 
antibodies  are  in  low  titer.  This  may  cause  difficulties  in  distinguishing 
between  positive  and  negative  tests. 

NUMBER  OF  SUBJECTS  STUDIED: 

FY  82:  15  TOTAL  (TO  DATE):  15  BEFORE  COMPLETION  OF  STUDY:  200 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT:  None 

CONCLUSIONS :  Although  the  reproducibility  of  the  Crlthldia  assay  seems  fairly 
good  at  high  titers  of  antl-DNA  antibodies,  background  fluorescence  causes 
difficulties  in  measuring  these  antibodies  when  they  are  in  low  titer.  We  plan 
to  determine  whether  this  is  clinically  relevant,  and  whether  the  assay  is  less 
reproducible  than  FIAX  at  low  levels.  In  addition,  we  have  found  the  Crlthidla 
assay  to  be  significantly  more  expensive  and  time  consuming  than  FIAX  because 
it  appears  to  require  duplicate  tests  at  four  different  dilutions  to  establish 
an  accurate  titer,  while  a  similar  accuracy  appears  obtainable  by  FIAX  with 
only  two  tests. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82:  None. 


424 


n-r-;  1  OCT  82)  |;.x?v  3189-R  _  I  hr 

Sf»'<ri:.u  r'.\rr:  1  April  1982 _ _ L.-,i  ff>v-i  n,  30  March  1985 

K'.>  i'-'Ojj _ _ _ _ 


Title  cf  Pp.Ow-CT:  Development  of  FIAX  assays  for  circulating  immune  complexes  (CIC) 
in  rheumatic  diseases 


Assoc  t Arc  !  ;“.csncA  rcn(s )  : 


Facility: 


Richard  C.  Welton,  MAJ,  MC 


Dspt/Svc:  Medicine/Rheumatology  &  Clin.  Tmmun.  Svc 


Accudjurivs  f£ CCASc  Cost;  Aceurttunvs  Cc:stract  Cost:  Accuoulativh  Sjpply  Cost: 

0  0  $1,261+.  11 


D.vic  0?  Cewnec  Op 
a+hux.  P.Toonsss  Repost  ftB  2  5 


SruoY  Osj-CTivs : 


SEE  ATTACHED  SH  EET. 


OF  S'liJlCTS  S-.iottD: 
fY-82:  To 


Total  (re  o.A  i): 


Bcfc-sh  Co.x.^l  L' t  i  cm  c.:  Si'J'y: 


pjiUCArjOMS  os  Asstsacts.  FY-S2: 
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DATE:  l  OCT  82 


WORK  UNIT  NO.:  3189-R 


Status:  Interim 


STUDY  OBJECTIVE :  Develop  assays  for  CIC  using  the  FIAX  fluorometric 
immunoassay  system.  Assess  the  value  of  these  assays  for  monitoring  and 
diagnosing  rheumatic  diseases. 

TECHNICAL  APPROACH:  We  are  trying  to  develop  several  quantitative  assays  for 
CIC  using  the  FIAX  method.  These  Include  the  solid-phase  Clq  binding  method, 
the  anti-C^  method,  the  conglutlnin  binding  method,  and  the  monoclonal 
rheumatoid  factor  method.  Levels  of  CIC  will  be  correlated  with  disease 
activities  in  systemic  lupus  erythematosus  and  other  diseases. 

PROGRESS  DURING  FY-82:  This  project  started  in  the  middle  of  FY-82.  We 
attempted  to  develop  the  anti-C-*  method  by  absorbing  anti-C^  antibody  to  an 
immunoadsorbent  FIAX  stick,  incubating  with  serum  containing  CIC,  and  reacting 
with  a  fluorescelnated  antibody  to  human  immunoglobulin.  Initial  results 
showed  no  specific  binding  of  CIC.  We  are  investigating  the  cause  of  ths  lack 
of  activity. 

NUMBER  OF  SUBJECTS  STUDIED: 

FY  82:  5  TOTAL  (TO  DATE):  5  BEFORE  COMPLETION  OF  STUDY:  200 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT:  None 

CONCLUSIONS :  The  anti-C^  assay  for  CIC  requires  the  attachment  of  a  large 
amount  of  purified  antibody  fraction  to  a  surface.  It  appears  that  the  amount 
of  antibody  attaching  Is  presently  too  low.  Because  of  the  high  cost  of  this 
antibody  fraction,  it  may  not  be  cost-effective  to  develop  this  assay.  We  are 
now  preparing  to  develop  an  assay  using  Clq  attached  to  the  surface.  This  can 
bind  CIC  and  can  be  isolated  from  plasma  in  large  quantities  without  great 
expense.  We  should  therefore  not  encounter  the  same  problem  with  this  assay. 

PUBLICATIONS  OR  ABSTRACTS.  FY-82: 
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Date;  1  OCT  82 1  toy  Chit  «o.:  3190-R 


h.VAL 


STARTlhS  Date:  Mid  September  1982  Date  Of-'  Collet  ic:i: 


Key  tops: _ , _ _ _ _ 

Title  CF  Project:  A  Six  Week  Dpuble-Blind  Study  of  the  Efficacy,  Safety,  and 
Tolerance  of  Pirazolac  B . I . D .  Compared  with  Placebo  in  Patients  with  Ankylosing 
Spondylitis. _ ' 


Principal  iKyesnCATca(s):  Richard  C.  Welton,  MAJ,  MC;  Michele  Wjneland,  RN,  M.S.W 
Associate  IhvestigatorCs) : _ 


Facility:  KR AT 


.  - MftdlelnR/R^eimftt.nl  Qgy  Servl ee _ 


ACCUMULATIVE  fEDCASS  COST: 


Accumulative  Co-;tract  Cost: 


FY-83  r£CCAS£;  Com  tract  Cost;  Supply  Cost; 


Accumulative  Supply  Cost: 


Date  0?  Cckmittee  Approval  Of 
Annual  Progress  Report  PgB  2  5  ran 


Study  Objective: 


Technical  Approach: 


Progress  Duriug  FY-82: 


Kut-ber  of  Su3JEcrs  Studied: 

FT-82j _  Total  (to  dat zh _ _  Before  Completion  a-  Studyj _ 

ScRIOUS/ti'fEXPECTED  Sl-05  EFFECTS  III  SU3JiCTS  PARTICIPATES  iri  Pr3JECT(iF  HOME  SO  STATE): 

This  protocol  was  Just  recently  approved  (mid  September  1982) 
by  the  Surgeon  General's  Office.  Therefore  progress  on  this  protocol  has 
Just  begun.  A  report  on  the  progress  of  this  protocol  would  therefore  be 
most  appropriate  at  a  later  date. 


Publications  or  Abstracts.  FY-82: 
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Date:  30  Nov  82 

Work  Unit  No.: 

4113 

Status:  Inter m  XX  Fimm 

Starting  Date: 

NA 

Date  of  Completion:  na 

Key  Words: 

Title  cf  Project: 

CooperaCive  Gynecologic  Oncology  Group 


Principal  1 hvesti gator (s): 


COL  Robert  C.  Park,  MC,  USA 


Associate  IhvestigatorCs)  : 


LTC  Paul  Heller,  MC,  USA 


Facility:  WRANC 


Acopulat i v= ^OCASE  Cost: 


Dept/Svc:  OB-GYN  Oncology  Service 


MAJ  Ronald  V.  Dorn,  MC, 

too- "Him"  Aflvani ,  mc 


Accumulate  Contract  Cost: 


FY-83  rEBCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 


Accu',,uiI^riv=  Supply  Cost: 


Date  of  Ccf-wiTTEE  Approval  Of 
Annual  Progress  Report  FEB  2  5  ran 


Stuoy  Objective:  The  Walter  Reed  section  of  Gynecologic  Oncology  is  involved  with 
the  nationally  organized  Gynecologic  Oncology  Group  which  consist  of  35  major 
madixal-caatara.  in  the  country  which  are  interestyd  in  the  area  of  gynecologic  tumors 
TECHNICAL  Approach:  and  treatment.  The  GOG  is  recognized  and  funded  through  the  national 
cancer  institute. 

_ See  below: 

Pr°S3=S3  Duamc  FY-82:  About  433  patients  have  been  placed  on  GOG  protocols  from 

Walter  Reed.  There  have  been  about  21  patients  entered  since  the  last  reporting 
-period. _ _ _ ___ _ _ 

ffcjMSEft  OF  Subjects  Studied:  Unknown 
FY-82j _  Total  (to  date)  : 


Before  Copletion  of  Study: 


Serious/Unexpecteo  Side  Effects  in  Subjects  Participating  iri  Prcject(if  hone  so  stats): 
Detailed  in  reports. _ 


Conclusions: 


Detailed  in  previous  reports. 


Publications  o.R  Abstracts.  FY-82:  Detailed  in  individual  progress  reports. 

Technical  Approach:  Walter  Reed  is  active  in  approximately  32  GOG  protocols. Presentl 
there  are  32  protocols  either  continuing  to  collect  data  or  active.  These  protocols 
involve  treatment  of  ovarian  carcinoma,  cervical  carcinoma,  adenocarcinoma  of  the 
endometrium,  uterine  sarcoma  and  vulaar  carcinoma,  and  gestational  trophoblastic 
disease.  About  433  patients  from  Walter  Reed  had  been  placed  in  specific  protocol 
studies. 
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Date:  25Jan8R 

Hose  Unit  Ko.: 

4116 

Status:  lnTtiii:-i  X 

Fkml 

Start i;js  Date: 

1975 

Date  of  Cc«hetic:i: 

Key  Ifesas: 

Title  CF  PROJECT:  Evaluation  of  Fetal  Systolic  Time  Intervals  and  Beat-to-Beat 
Intervals  in  FHR  As  Early  Indicators  of  Fetal  Maturity  and  Fetal  Distress 


Principal  IfP/ESTlGATGa's):  LTC. James  Haddock 


Associate  InvcSTigatorCs):  H-  Sklba-Powell 


Facility:  KKNC 

Dept/Svc:  08 

/^cumulative  fiEGCASS  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0 

FY-83  FSCCASE:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of  Committee.  Approval  Of 

Annual  Progress  Report  FEB  2  5  1QM 

L... 

Stuov  03J5CT1VE:  To  determine  fetal  condition  by  evaluating  cardiac 


function  by  fetal  systolic  time  intervals. 
TECHNICAL  Approach :  Determinations  made  by  EKG  and  phono  cardiography 


Progress  Cup. i no  FY-82:  Project  has  been  waitive  while  we  have  been  developing 
Unit  #  4151.  We  are  now  testing  this  with  entry  of  data  into  computer.  All 

equipment.  Is  now  delivered  and  functioning.- _ _ _ _____ 

IJUFSeR  OF  Su3JECTS  STUDIED: 

FY-82:  0  Total  (to  pats?:  0 _  Before  Completion  of  Study:  °° 

Serious/Uhsxpscteo  Side  Effects  in  Subjects  Participating  iri  ProjectCif  io::-  so  state): 

None 

Conclusions;  ~  ~~ 

Pending  application  of  this  protocol  to  patients  when  4151  is  running  satisfactorily. 


Publications  oa  Abstracts.  FY-82: 
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Key  Ussds: _ 

Title  cf  Project: 


Fetal  Intensive  Care  Monitoring  in  a  Long-range  Continuing  Project 


Principal  Iw;~snoATca(s):  LTC  James  Haddock _ 


Associate  If!VeSrtGATQ3(s):  L  Frank ’  A'  Pre3byllCk’  H‘  Skiba-Powell 

Facility:  KWC _ _ _ Dept/S-^:  °_b _ _ _ _ 


Accumulative  fcCCASE  Cost:  Accumulative  Contract  Cost:  j  Accumulative  Sjpply  Cost 


FY-83  i-HJCASE:  Contract  Cost:  Supply  Cost: 


Date  o.-  Committee  Approval  Op 
Annual  Progress  Report  FEB  2  5  3983 


Study  Objective:  To  accumulate  a  data  based  on  perinatal  outcome  in  relation 

to  fetal  heart  rate  and  labor  curve  abnormalities. 


TECHNICAL  approach:  Each  fetal  tracing  and  labor  curve  has  been  classified 

and  catalogued.  We  have  not  entered  these  on  disks  as  our  computer  support 


Progress  During  FY-S2: 


As  Above . 


Kussa  of  Subjects  Studied: 

FY-82:  i  qfi?  Total  (to  date):  9.500 _  Before  Completion  of  Studyj _ 


ScP.ioys/Ui'isxpscTED  Side  Effects  in  Suwects  Papticipatiw  in  Project(if  nos*  so  state): 
None 


Conclusions: 


Publications  or  Abstracts.  FY-S2: 
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Date:  25Jan83  IfoyfrrrKoj  »129 


Status:  Inter ih  x  Fi.-at 


Startitu  Date:  1976_ _ Pate  of  Collet  10:1: _ _ _ 

Key  l&ffls: _ _ _ _ _ _ 

TITLE  CF  PROJECT:  Antepartum  Fetal  Evaluation  of  Noice  Evoked  Heart  Rate  Response 
as  an  Indicator  of  Fetal  Well-being 


Principal  Investigator's)  :  LTC  Jame3  Haddock _ 

AsscctATg  iKVeSTfCATgt(s):  T.  Frank,  A.  Presbyllc,  H.  Sklba-Powell 


Facility;  KRAMC 


Dept/Svc:  OB 


Acowulativs  KEOCASS  Cost: 

0 _ 


AcaifsuuTtvs  Contract  Cost: 
_ —Q _ 


Accumulative  Sjpply  Cost: 


FY-83  fSDCASE: 
_Q _ 


Contract  Cost: 

_ Q _ 


Supply  Cost: 
_ fl _ 


Date  0?  Committee  Approval  Of 
Annual  Proc-res s  Report  FEB  25  tfWH 


Study  03JSCTive:  To  compare  FHR  accelerations  spontaneously  derived  and  evoked 
as  indicators ~of  fetal  well  being  through  spectral  frequency  analysis  of  the  evoked 
i-gspr>n«w»  Th«  apprnarh  1nvn1v»«  nhTatrUng  a  f>tal  EKT,  algnal  from  the  maternal  abdomen 

technical  Approach:  which  is  now  being  done. 


Progress  During  FY-82: 


flmaea  or  Subjects  Studied:  ’ 

FY-82:  0  Total  (to  date)  :  0 _  Before  Completion*  a-  Study:  100 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  irt  ProjectCif  none  so  state): 

Conclusions: 

Pending  application  of  this  new  technique.' 


Publications  or  Abstracts.  FY-82; 


ik 
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Date: iq  Nov  821  toy  Cvit  to. :  4134 _  |  Status:  Inter!*! _ Firat.  xxx 

Sta3Ti:.s  Date:  na _ Date  of  Cory-LETioN:  I5  June 

Key  I&qs:  Cervical  Cancer,  Radiotherapy,  C-Parvum . . 

Title  cf  Project:  Treatment  of  Women  with  Cervical  Cancer,  Stage  Iib,  1X151  IVA,  Confin< 
to  the  Pelvis  and/or  Para-Aortic  Nodes  with  Radiotherapy,  alone  versus  Radiotherapy 
*1.»«  i nmuno therapy  (Intravenous  C-Parvum)  (Phase  III)  GOG  #24 _ 


Principal  hr/SiSTICATCRCs):  COL  ROBERT  C.  PARK,  MC,  USA 


Associate  Investigatcr(s):  ltc  HELLER,  advani,  DORN 


Facility:  KRA*IC  Dept/Svc:  Ob-GYN  Oncology  Service 


Accumulative  iEDCASE  Cost:  Accumulative  Co, ‘.tract  Cost:  Accumulative  Supply  Cost: 

na  NA  NA 


FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Cchmittee  Approval  Of 
Annum.  Progress  Report  F£B_2_5_49g3. 


Study  Objective:  Radiotherapy  is  The  standard  treatment  for  patients  witff ‘advanced 
cervical  carcinoma.  The  goal  of  this  project  is  determined  if  the  addition  of 


The  patients  are  randomised  to  one  of  two  treatment  regimens: 
u  Radiotherapy  alone,  or  2)  Radiotherapy  plus  C-Parvum  .  Amendment  to  the  protocol 
j&taa  who  have  -clinical  Stage- IB -found  ..t.0  have  disease  extending  out 

“elvic  side  walls  at  surgery  are  eligible.  An  additional 
optional  method  of  para-aortic  node  assessment  (fine  needle  biopsy) 


Hupssa  of  Sj3jects  Studied: 


FY-82j _  Total  (to  date)j _  Before  Completion  of  Studyj _ 


Total  (to  date): 


ScRIOUS/U.'l-XPECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  t«  Project  (  u  f-K»sF  .V&xcY  6  patients, 
bone  marrow  depression,  2  patients,  fistula  (bladder  or  bowel)  4  patients,  radia- 

rtion  fibrosis,  -12  patients.  Other  complications  not  listed,  28  parienhs. 

CONCLUSIONS: 


Publications  or  Abstracts.  FY-82: 

PROGRESS  DURING  FY-82  -  322  patients  have  been  entered  to  the  protocol 

from  the  entire  group.  19  patients  have  been  entered  from  Walter  Reed. 

PUBLICATIONS  or  ABSTRACTS.  FY-81^  Presented  at  2nd  International  Meeting  on 

Tmminotheraov  of  Cancer  at  the  NCI,  28-30  Apr  80. 

To  be  published  in  Proceedings  of  Immunotherapy  Meetings. 
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Date:  19  Nov  821  ttofy  Um(t  fja,;  4139 
Startups  Date:  4  January  77 


_ 1  Status:  Interim _ Fnai,  x  x 

Pats  of  Completion:  15  October  1979 


Key  ttbfUS:  Endometrial  carcinoma,  Stage  III  and  IV,  treated  with  chemotherapy. 

TITLE  CF  Project:  A  Randomized  Comparison  of  Melphalan,  5FU,  and  Megace  Versus 
Adriamycin,  Cytoxan,  5FU  and  Megace  in  the  Treatment  of  Patients  with  Primary  Stage 
til  or  IV  Recurrent  or  Residual  Endometrial  Carcinoma  (Phase  TIT)  GOG  28. 

I 

Principal  IwESTiCAToaCs?:  COL  Robert  C.Park,  MC,  USA _ 


Associate  InvestigatorCs): 


Heller.  Adv*ntir  Dorn 


Facility:  KRtflC 


-  I  ^PT/SVC:QB-CYN Onc plogv  Service 


Accumulate  nEOCASE  Cost: 


FY-B3  rECCASt: 
— HA — 


Contract  Cost: 
- NA - 


Supply  Cost: 

— HA - 


Accumulative  Contract  Cost:  Accumulative  Supply  Cost 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  m>  9  a 


SrjQY  03JECT1VE:  to  determine  the  efficacy  of  multi-drug  preparations  and  to  see  if 
one  of  two  programs  previously  shorn  to  be  effective  by  pilot  studies  is  superior. 


TECHNICAL  Approach:  Patients  with  advanced  or  recurrent  endometrial  carcinoma  are 
randomized  to  one  of  two  treatment  regimens:  1)  Melphalan,  5FU,  and  Megace,  and 

2)  Adriamycin,  Cytoxan,  5  FU  and  Megace. _ 

Progress  During  FY-82: "  358  patients  were  entered  into  this  protocol.  For  tne  entire 
group  3o9  patients  were  valuable.  Two  patients  were  entered  from  Walter  Reed. 
One  was  valuable. _ 

fiUNSca  OF  Su3J£CTS  STUDIED:  ^  ~~~  ~~~ 

FY-82j _  Total  (to  dats)j _ _  Before  Completion  of  Study: 


ScRious/Utexpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 

There  were  some  hemotoiogic  toxicities  in  10  patients  and  3  drug-related  deaths. 

CONCLUS ions:  The  overall  objective  response  rate  was  36. 8X.  The  activity  of  Melphalan 
and  3FU  for  the  first  time  the  treatment  of  this  disease  has  been  established. 

There  is  suggestion  that  there  is  a  better  response  to  combination  chemotherapy 
in  patients  with  poor  prognosis  endometrial  carcinoma  in  comparison  to  a  single  agen 
therapy.  The  study  is  closed.  Patients  already  on  study  will  continue  treatment 
for  followup. 

Publications  OR  Abstracts.  FY-82:  Manuscript  has  been  prepared  and  will  be  submitted  shortly 
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Date ;19  Nov  82  |  toy  Unit  t!o.:  4140 


SfATUS:  INTERIM  XX 


Start k.!j  Date:  25  Nov  80 _ Date  of  CopKcTiom: _ Unknown _ 

Key  liaas:  End°metrial  carcinoma,  Stage  I  and  II,  surgical  investigation 

Title  CF  Project: a  Clinical-Pathologic  Study  of  Stage  I  and  II  Carcinoma  of  the 
endometrium"  GOG  #33 


PftlttCtRAL  iKVESTtGATOa(s):  COL  Robert  C.  Park,  MC _ 

Associate  Investigators):  Heller,  Advani _ 

Facility:  JjRtfjC _ Dept/Svc :  OB -gyn / cyn  Oncolos 


Service 


Accumulative  nEDCASE  Cost; 
NA 


Accumulative  Contract  Cost: 

A 


Accumulative  Supply  Cost: 
NA  • 


FY-85  i\£CCAS£:  Contract  Cost:  Supply  Cost: 
NA  NA  NA 


Date  of  Committee  A=provauDf0  c  „  _ 
Annual  Progress  Report  •'to  *  a  1983 


SrjQY  03JECTIVE:  To  determine  the  incidence  of  pelvic  and  aortic  lymph  node  metastasis 
and  the  relationship  of  these  node  metastasis  to  other  prognostic  factors  in  Stage  I 


See  below  **3 


Be  admitted  to  this  protocol  which  will  involve  a  surgical  procedure 


and  pathologic  followup. 

PROGRESS  During  FY-S2:  1/10/81-  amendment  to  the  protocol  was  the  fact  that  a  discharge 
summary  is  required  as  part  of  the  patient  forms  submitted.  Total  number  of  entries  t 
thi3  protocol  were  1,052,  total  number  of  evaluable  patients  were  671.  Walter  Reed  ha 
RUK3ES  OF  $U3JSCTS  Studied:  entered  68  patients  of  which  49  were  evaluable. 

Unknown 

Fi-aZ:  Total  (to  date)j _ _  Before  Completion  of  Studyj _ 

SeRIQUS/UnSXPECTED  SlDE  EFFECTS  IN  SUSJECTS  PARTICIPATING  IN  PrOJECT( IF  NONE  SO  STATE):  530  patients 
experienced  no  complications.  GI  injury  or  obstruction  noted  in  15  patients.  GU 
Conclusions:  inJury  or  fistula  was  notea  in  i  paCidriCs.  Pulmonary  emboli  was  noted  in 
8  patients.  Evisceration  was  noted  in  3  patients.  Death  was  noted  in  2 
see  below  Patients-  Hemorrhage  greater  than  or  equal  to  1000  cc’s  was  noted  in  18 
patients . 


Publications  or  Abstracts.  FY-82:  A  limited  preliminary  report  presented  to  the  American 
Cancer  Society  National  Caonference  of  Gynecologic  Cancer,  Los  Angeles,  9-11-  Oct  80. 
Cancer,  2,  48:  568-574,  15  July  1981.  Manuscript  In  Press  In  the  Journal  of  Cancer. 

TECHNICAL  APPROACH : The  patient  will  have  a  total  AH,  BSO,  selective  pelvic  and  para¬ 
aortic  lymphadenectomy  and  peritoneal  cytology  sampling.  Thereafter,  the  patient  will 
be  followed  up  or  entered  onto  an  additional  GOG  protocol.  Patients  with  Stage  I, 
Grade  I  disease  are  not  eligible  for  this  protocol.  All  patients  are  to  be  entered 
to  the  protocol  after  the  surgery  ahs  been  performed. 

CONCLUSIONS:  Preliminary  evaluation  would  tend  to  indicate  that  this  larger  study 
verifies  the  findings  of  a  previous  pilot  study.  It  would  appear  that  this  study 
could  define  the  surgical  procedure  required  for  optimal  evaluation  in  endometrial 
cancer. 
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Date:  19  Nov  82 


Hoy  Unit  (fa. 4141 


Status: 


Interim  *X 


Fuy.L 


Starting  Date:  22  Aug  78 _ Date  Or  CcmETiON:  Unknown _ 

Key  toos: stage  I  and  Occult  Stage  II  endometrial  carcinoma  treated  by  Adriamycin 
Title  Cr  Project:  a  Randomized  Study  of  Adriamycin  as  an  Adjuvant  after  Surgery  and 
Radiation  Therapy  in  Patients  with  High-Risk  Endometrial  Carcinoma,  Stage  1  and 
Occult  Stage  II.  GOG  34. . . . . . . 


Principal  Invest lC-AToa(s) : _ COL  Robert  C.  Park,  MC 


Associate  Investigators):  Heller 


Facility:  ViRA'-IC 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  fcGCASE  Cost: 

NA _ _ 

Accumulative  Contract  Cost: 

_ NA _ 

Accumulative  Supply  Cost: 

NA 

FY-83  iECCASt:  Contract  Cost:  Supply  Cost: 
na  na  m 

Date  of 
Annual 

COMMITTEE  APPROVAL  Or 

Procress  Report  ere  o  c  inn. 

no  *  o  1983 

Study  Objective:  To  study  the  differences  in  morbidity  in  patient's  survival 
as  functions  of  various  tumor  growth  patterns  in  a  patient  with  poor  risk  endometrial 

caneor  i - — — - - - — — 

TECHNICAL  Approach:  Patients  are  selected  for  this  protocol  by  extend  of  disease 
determined  at  surgery.  Those  who  have  greater  than  1/2  myometrial  invasion  or  pelvic 
^  nnrfc  _jLnMn1  vpment  or  microscopic  evidence  of  cervical  involvement  will 

See  below**  fcaHEaS:Vc-&:  therapy.  Following  this,  there  will  be  randomization  to  Adriamycin 

or  no  further  treatment. 


HUMBER  OF  Su3JECTS  Studied:  Approx  75/yr  for  four  years. 

FY-82j _  Total  (to  date)j _ _  Before  Completion  of  Studyj, _ 

SSR I CUS/UnSXPECTED  StDE  EFFECTS  IN  SlJ3JzCTS  PARTICIPATING  Ifl  PiTOJECtCiF  DONE  SO  STATE):  There  have 

been  no  complications  noted  in  52  patients.  There  has  been  a  bowel  obstruction  noted 
•y  ~.  Th  2'  cases  Adverse1  rattl'gtherapy  effects-' in  2- eg  more  incidences  have  been 

— -CI~,J-t0?l:>'  noted  in  7  patients.  For  those  patients  who  have  received  Adriamycin  for 
Too  early  to  at  least  one  course,  there  has  been  7  incidences  of  grade  III,  WBC 
draw  cone.  toxocity. 


Publications  or  Abstracts.  FY-82:  None 


PROGRESS  FY-82  Amendments-Discharge  summary  was  required  as  part  of  the 
patient  forms  to  be  submitted  after  January  1981.  Correction  of  cumulative  dose  of 
Adriamycin  has  been  changed  to  500  mg/M2.  To  date  142  patients  have  been  entered 
into  the  protocol  of  whom  81  are  evaluable.  Walter  Reed  has  entered  7  patients 
of  whom  3  are  evaluable. 
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Date:  19  Nov  82 

ItORK  Unit  fi‘o.^1^2 

1  Status;  Interim  XX  F 

HUM, 

Start i.vs  Date: 

27  Sep  78 

Date  cf  Copretion:  Unknown 

Key  VJsfas:  ICRF-159  in  advanced 

pelvic  malignancies. 

Title  cf  Project:  A  Phase  II  Trial  of  ICRF  in  Patients  with  Advanced  Pelvic 


Malignancies  -  GOG  26-G 


Principal  Iwesticator's):  COL  Robert  C.  Park,  MC,  USA 


Associate  If!V£ST[CATOa(s) :  Heller 


Facility:  WRA'C 

De?T/SvC: _ mi_r.vM  fnvn  _  __  .... 

Accumulative  PEDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Sjpply  Cost: 

NA 

FY-83  PEj^SE:  CoNr<^p  Cost:  Supp^Cost: 

Date  of  Ccfvmittee  Approval  Of 

Annual  Progress  RepgrtFEB  2  5  1983 

Study  OBJECTIVE :  To  determine  theefficacy  of  ICRF-159  in  the  treatment  of 
advanced  pelvic  malignancies. 


TECHMiCAL  Approach:  Patients  with  histologically  advanced  and  recurrent  and  persistent 
metastatic  or  local  gynecologic  cancer  with  documented  disease  progression  wi  be 
entered.,  into  this  treatment _ _ _ _ _ 

GOG. 


PROS’?; 53  CuRino  FY-82:  a  total  of  69  patients  have  been  entered  the  enr{ 

6  patients  have  been  entered  from  Walter  Reed.  As  of  November*  ^0  patis'SC.*  with 
squamous  cell  carcinoLia  of  the  cervix  are  not  eligible  for  intry.  Patients  with 
f!uK3£ft  OF  Su3j£CTS  Studied:  epithelial  carcinoma  of  the  ovary  as  of  June  80  are  no  longer 

r«  oo  25  _  eligible  for  entry.  _ 

rY-82j _  Total  (to  dateTj _  Before  Completion  of  Stucy: 


Serious/Unexpscted  Side  Effects  in  Supers  Participating  in  ProjectCif  none  so  state): 
There  have  been  no  serious  unexpected  side  effects. 


Conclusions:  XCRF  appears  to  have  moder  activity  in  squamous  cell  carcinoma  of  the 
cervix  and  no  significant  activity  in  epithelial  tumors  of  the  ovary  at  the  dose 
and  schedule  tested. 


Publications  or  Abstracts.  FY-82: 

Abstract-C-414-ASCO-May  80 

Manuscript  -  Cervix-  Submitted  4/22/81  to  Cancer  Treatment  Reports 
A  manuscript  for  epithelial  tumors  of  the  ovary  will  be  prepared. 
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Date:  *9  Nov  82 


Way  15m t t  No.: 4143 


Status: 


JktuUH _ F  i ; :ai_  XX 


Start r. 3  Date:  1  November  1978 _ Pate  of  Ccm-gri ON:  3  August  1981 

Key  WagDSj  Local  excision,  cryotherapy,  CIN-1,  2,  3. _ _ 

Title  Cr  PROJECT:  a  Randomized  Comparison  of  Local  Excision  Versus  Cryosurgery  in 
Patients  with  Limited  Grade  1,  2  or  3  Cervical  Intraepithelial  Neoplasia-GOG  31. 


Principal  l.y/ESTiOATpaCs? : 


COL  Robert  C.  Park,  MC,  USA 


Associate  InvestigatorCs): 


Heller,  Advanti 


Facility:  WRAilC 


Accumulative  fiEDCASE  Cost: 
na 


_L  QK-rCVK/r.yN-nnrr,]  S^ervicp _ 


Accumulative  Contract  Cost: 
na 


FY-83  FflJCASE: 
__M _ 


Contract  Cost: 
_ M _ _ 


Supply  Cost: 
NA 


Accumulative  Supply  Cost: 
na 


Date  of  Coamittee  Approval  Of 
Annual  Progress  Report  rEp  2  5  1983 


Study  Q3J€CTIVE:  To  evaluate  and  compare  the  immediate  and  long-term  effectiveness 
of  outpatient  cryosurgery  and  outpatient  local  excision  in  the  treatment  of  limited 
cent i&ai — iatraaplthaJ-Lal.  neoplasia  (Cah)  Grade  1.  2  or  3.  Patients  are  then 
TECHNICAL  Approach :  randomized  to  prospective  studies. 

Patients  are  randomized  to  one  of  two  treatment  arms:  1)  Outpatient  cryosurgery  or 

'^gU.tpartgiiCyMyrgical  excision. - 

■■■'■  * ■g-"'s — - — - '  To  date  there  have  been  500  patients  entered  into  this  protocol, 

198  of  them  are  evaluable .From  Walter  Reed  48  patients  were  entered  into  the  protoc 

12  of  tliesc  we«y  evaluable. - — - - - 

fiU-SeR  Or  Sijsjhcis  OTUDi-D:  500 

FY-82j _  Total  (to  date)j _ Before  Completion  a-  Study: 


SeRious/UfiEXPcCTEO  Side  Effects  in  Subjects  Participating  in  Projector  cone  so  stat<0: 
None 


Conclusions:  None  (Because  of  inability  to  follow  patients  after  initial  treatment, 
This  protocol  has  been  closed.  This  protocol  was  terminated  on  29  October  1981. 


Publications  or  Abstracts.  FY-82:  Manuscript  published  in  Gynecologic  Oncology 
October  1981,  pages  S302-S305. 
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Date:  19  1,og  82l  fas  feu  Bo.;  4144 
Starting  Date:  September  78 _ 


_ Status:  1  hj_£  _rjw _ 

Date  cf  CcmETiou:  198 1  _ 


Key  toos:  Surgical  conization,  cryosurgery,  CIN-3 _ _ _ 

Title  CF  Project:  A  Randomized  Comparison  of  Surgical  Conization  versus  Cryosurgery  i 

patients  with  extensive  Grade  3  Cervical  Intraepithelial  Neoplasia  (CIN)  GOG  32. 


Principal  Invest ioatorCs?: 


COL  Robert  C.  Park,  MC 


Associate  Ihvestigatck($): 


Heller,  Advanti 


Facility:  HRfflC 


Dept/Svc: 


Accumulative  fEOCASE  Cost: 
NA 


Accumulative  Cctttract  Cost: 
NA 


OB-CYM/CYN  rOnoology.  &ary_ica__ - - - 


FY-83  i'£g^SE:  Contr^  Cost:  Sur^y  Cost: 


Accumulative  Supply  Cost: 
na 


Date  of  Committee  Approve 
Annual  Progress  Report 


!hb  2  5  1983 


STUDY  Objective:  Standard  treatment  of  patients  with  cervical  intraepithelial  neoplasia 
Grade  3  would  be  in-hospital  conization  or  in-hospital  surgical  hysterectomy.  The 
piirpnta  nf  rhi  a.  nf-iidy  .i  n,  fn  .anrf  rnmpuro  fho  immflitial-P  and  lnny-ferm  effect- 

Approach:  iveness  of  outpatient  cryosurgery  to  the  standard  cold-knife  conizati 
in  the  treatment  of  extensive  surgical  intraepithelial  neoplasia  (CIN 

- Grade  3  in  a  randomized  prospective  study. _ _ _ 

Progress  Puri  tig  FY-82:  A  total  of  118  patients  were  entered  into  the  protocol  from  the 
entire  group  of  which  36  were  evaluable.  10  patients  were  entered  from  Walter  Reed 

of  which  4  were  evaluable. _ _ _ _ _ _ 

flUMSER  Or  SUBJECTS  STUDIED:  118 


FY-82: 


Total  (to  date) : 


Before  Completion  of  Study: 


ScRIOUS/UflEXPECTED  SlDE  EFFECTS  ftl  SU3J3CTS  PARTICIPATING  Iff  PROJECTOR  NONE  SO  STATS): 

None 

Conclusions:  This  study  was  terminated  early  because  or  tne  inability  lo  ubtain 
adequate  followup  of  the  majority  of  the  patients.  No  useful  information  is 
likely  to  be  forthcoming.  Protocol  was  terminated  29  October  1981. 


Publications  or  Abstracts.  FY-82:  Gynecologic  Oncology  Part  II,  S302-205  October  1981. 


TECHNICAL  APPROACH:  The  patient  is  randomized  to  one  of  two  treatment  arms.  1)  Out¬ 
patient  cryosurgery,  or  2)  Inpatient  surgical  conization. 
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Date:  19  Nov  82\  toy  L:mi r  iio.:  4145 _ [Status:  Inurim  XX  Firm.. _ 

Starti:.g  Date;  22  August  78 _ Date  CF  Co^LcTicn:  1983 _ 

Kcy  ifcSDS'  Early  ovarian  carcinoma,  Melphalan  versus  no  treatment 

Title  CF  Project:  A  Randomized  Comparison  of  Melphalan  Versus  No  Treatment  in  the 
Treatment  of  patients  with  selected  Stage  IAi,  II,  IIBi  Ovarian  Cancer  (Well 


aderatelv  differentiated).  NCI  Pi 


>1  7601 


Principal  Invest  IC-atcr's):  C0L  Robert  C.  Park,  MC,  USA _ 

ASSOCIATE  IwESTlCATOhCs):  LTC  Paul  B.  Heller,  Advani _ 

Facility:  VRAMC _ Dept/Svc:  OB-GYN/GYN  Oncology  Service 


Accumulative  PEOCASS  Cost: 
na 


Accumulative  CcriTRAcr  Cost:  Accumulative  Sjpply  Cost: 

NA  NA 


FY-83  r'EDCASS:  Contract  Cost:  Suppyr.CosT:  Date  of  CctM'.ttf.c  Approval  Q 

na  na  na  Annual  Procress  Report  ero 


Study  Objective:  Scattered  non-randotnized  studies  employing  alkylating  agents,  chemo¬ 
therapy  have  reported  5-year  survivals  as  high  as  90%  in  patients  with  Stage  I 
ovarian  eareiwotwa. — Unfortunately) — the  non»nndaaus<i — nature , — the — small  numbers  ,  and 
Technical  Approach:  tj,e  unavailability  of  detailed  pathologic  information  make  the 

definitive  conclusions  of  these  studies  impossible.  It  is  the  purpos 

- o£— tba— pcaaaat— atudy^ta  determine  the  value  of  chemotherapeutic 

PROGRESS  Curing  FY~82prnphyl acti c  therapy  after  surgery  in  definitive  staging  in  patients 
with  Stage  Iai  and  IBi  ovarian  adenocarcinoma. 


f!uM3£3  of  Subjects  Studied:  Approximately  110. 
FY-82j _  Total  (to  date): 


Before  Completion  of  Study: 


Serious/Unexpecteo  Side  Effects  in  Subjects  Part icipat wig  in  Project(if  hone  so  state):  There  has  been 
one  death.  This  patient  possibly  had  pulmonary  emboli.  She  had  no  evidence  of  disease 
at  thg 'time  uf  "death.  No  relapses  have  been  reported  however- several — patients  have 
wiCLUalONS:  been  iost  to  followup  or  refused  2nd  look  surgery. 


Publications  or  Abstracts.  FY-82: 
None 


TECHNICAL  APPROACH:  Staging  laparotomy  and  TAH,  BSO  is  performed  after  which  the 
patients  are  randomized  to  one  of  two  schema  1)  Observation  or  2)  Melphalan. 

PROGRESS  DURING  FY-82:  A  total  of  39  patients  have  been  entered  to  the  protocol 
from  the  entire  GOG,  Walter  Reed  has  entered  3. 
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Start  i:.a  Date: _ 22  Aug  1978  _ Cate  cp  Co^-letiom:  1982  or  1983 _ 

Key  IfORDS:  Melphalan  versus  radio-isotopes  in  selected  early  ovarian  cancer 

Title  Cr  Project:  a  Randomized  Comparison  of  Melphalan  versus  Radio-Isotopes  in  the 
treatment  of  patients  with  no  microscopic  residual  disease,  having  all  stages  IC  and 
TT  (Ar  R  and  C) .  and  of  selected  Stazes  lAii.  and  IBii  ovarian  cancer.  NCI  Protocol 

- -  — _  -  7602 

Principal  Invest  i  gator  (sV.  COL  Robert  C.  Park.  MC _ 


Associate  Invest igator(s) : 

Facility:  VgAjjC _ 

Accumulative  itDCASS  Cost: 
NA 


Dtpr/Svc:  OB-GYN/GYN  Oncology  Service 


Accumulative  Cc.'iTRAcr  Cost: 
NA 


Accumulative  Supply  Cost: 
NA 


FY-85  EEK^jS:  Cont^t  Cost:  Suph^Cost: 


Date  op  Ccv-uttee  Approval.  J}f„,  „ 
Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  Mean  5-year  survivalf  of  39%  with  operation  plus  radiation.  24% 
survival  for  those  treated  with  operation  alone  in  Stage  II  and  poor  prognosis 
Stage- -I  patients -with  minima-!  s»eaidua-l  -diooaeo . — In  some  successful — series  ,  30-40% 
die  of  recurrent  ovarian  carcinoma  despite  surgery  and  subsequent 
radiotherapy.  The  purpose  of  this  study  is  to  compare  the  usefulness  of  Melphalan 
chemotherapy  in-  intra-abdominal  -radio- active  .phosphorus  in  resectable  stage  II  and 
Progress  During  FY-82:  poor  prognosis  Stage  I  patient 

There  have  been  60  cases  entered  to  the  protocol  through  the  GOG. 


f!iiK3ert  OF  SU3JECTS  STUDIED 


FY-82: 


Approximately  200-400 

Total  Cto  date): _  Before  Completion  op  Study: 


SeriousAInsxpected  Side  Effects  in  Sibjects  Participating  in  Prcjecj(if  tto.ne, sq state):  Tvere  have 

been  8  deaths  reported.  One  patient  died  with  no  evidence  or  disease  -eie  l,avc 
ulrh  a  CVA-  1  patient  was  randomized  to  P32  and  received  Melphalan  because  the 
Conclusions: isotope  could  not  be  injected.  This  patient  relapsed  and  died.  13  relapses 
have  been  reported. 

None 


Publications  or  Abstracts.  FY-82: 


TECHNICAL  APPROACH:  Patients  who  have  had  staging  laparotomy  including  total  AH 
and  BSO  if  there  is  no  microscopic  residual  disease,  randomization  will  be  to  l) 
Melphalan  or  2)  Radiosotope.  In  the  case  of  residual  disease  in  Stage  IIB  and  IIC 
lesions,  the  patients  will  be  randomized  to  1)  Pelvic  radiotherapy  and  Melphalan  or 
2)  Melphalan  alone. 
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bel*** 


Date:  19  Nov  M  fay  Unit  4147 


Status:  Interim  XX  F i;:aj_ 


Startk.g  Date:  _ 15  Nov  78 _ Date  of  Cch°ution: _ 1983 _ 

Key  Wb«3S:  Surgical  pathologic  study,  squamous  cell  carcinoma  of  vulva 

Title  CF  Project:  Surgical  Pathological  Study  of  Women  with  squamous  cell  carcinoma 

of  the  vulva  GOG  #36 


Principal  hr/ESTiGATcaCs):  COL  Robert  C.  Park,  MC 


Associate  ImvestigatorCs):  Heller,  Advani 


Facility:  VRfflC _ Dept/Svc:  nR-r-vn  /r.vrj  rwAir.ov  s ervice 

Accumulative  i'EDCASE  Cost: 

NA 

Accumulative  Ccijtract  Cost: 

NA 

Accusative  Supply  Cost: 

NA 

FY-83  KEEC^E:  Conti^^t  Cost:  Surw^Cost: 

Date  of  Committee  App roval  Of 

Annual  Progress  Report  ffr  2  5  iqm 

Study  Objective:  To  determine  the  validity  of  current  FIGO  staging  to  the  pathologic 
prognosis  factors  of  size  of  lesion,  location  of  lesion,  depth  of  invasion  of  tumor 
in  unu..,"  histologic  rater  si  in-,- and  number  uf  positive -lymph  nodes  in  Stage  I-IV 
ciS^f  Aetna  e?Affiie  vulva.  To  rapidly  accumulate  prospective  surgical  pathologic  data  fo 
development  of  further  protocol.  To  determine  the  morbidity  of  primary  radical  surger; 

Progress  :  There  have  been  429  patients  entered  from  the  entire  GOG  of  whom 

284  are  evaluable.  Walter  Reed  has  entered  1  patient  to  this  protocol. 

Hunae#  or  Subjects  Studied:  n/a 

FY-82j _  Total  (to  date).: _  Before  Completion  of  Studyj _ 

ScRIOUS/UnEXPECTEO  SlDE  EFFECTS  III  SU3JECTS  PARTICIPATING  ITI  PiTOJECTCiF  MOMS  SO  STATE):  Severe 

lymphadema  was  noted  in  2  patients.  Death  was  noted  in  5  patients.  Myocardial 
mts  sfctep war  no tea  in  one  pdtient.  Pneumonia  noted — in  2 — patients- — Pulmonary  emboli 
- noted  in  1  patient. 

CONCLUSION:  Too  early  for  conclusions; 


Publications  or  Abstracts.  FY-82:  None 

TECHNICAL  APPROACH:  All  patients  with  primary  previously  untreated  histologically 
confirmed  invasive  squamous  cell  carcinoma  of  the  vulva,  clinically  determined  to  be 
Stage  I-IV,  that  radical  vulvectomy  suffices  to  remove  all  of  the  lsion.  Patients 
will  have  radical  vulvectomy  plus  bilateral  groin  node  dissection  and  will  be 
randomized  depending  upon  whether  they  have  negative  groin  nodes  to  followup  alone 
or  positive  groin  nodes  to  more  advanced  protocol  involving  radiotherapy. 
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Date: *9  Nov  32  fay  Unit 


Status:  1nt£ri^iXX 


F  i::a(. 


Start!. -.a  Date: 


15  November  1978 


Date  of  Cotpletiki:  1983 


Key  fa&DS:  Randomized  study,  squamous  cell,  vulva  carcinoma,  positive  groin  nodes. 

Title  C?  Project:  a  Randomized  Study  of  Radiation  Therapy  Versus  Pelvic  Node  Resection 
for  patients  with  invasive  squamous  cell  carcinoma  of  the  vulva  having  positive  groin 
nodes.  COG  #17  _ _ _ _ _ 

Pair:ct?AL  IwESTtQAToa(s):  C0L  Robert  C.  Park,  MC _ _ 

Associate  1kvcSTICAT03(s):  Heller,  Advani,  Dorn 


Facility:  VRAHC 

DePT/S'/C QR-CYM/GVTI  Pnrnlnw  Service _ 

Accumulative  itOCASS  Cost: 

NA 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

NA  NA 

FY-83  rECCASt:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of  Committe'.  Approval  Of 

Annual  Procress  Report  ffr  ft  5  iqp-? 

Study  OBJECTIVE:  ToTo  determine  the  benefit  and  morbidity  of  adding  adjunctive 
radiotherapy  to  pelvis  and  groin  in  patients  with  positive  groin  nodes  at  radical 

vu|vei:tomya'«rfd-  bilateral"  groin"  dissect iun. - — - 

— -  All  patients  with  primary  previously  untreated  histologically  confi 
med  invasive  squamous  cell  carcinoma  of  the  vulva,  such  that  radical  vulvectomy 
suffices  Co  remove  all’  fehe  local--  lesion  and- whose  surgery  revealed  nodes  in  the 

sides  containing  metastatic  carcinoma.  Patients  will  be  randomiz 
after  a  radical  vulvectomy  plus  bilateral  groin  nodes  dissection  to  one  of  two  regime 
paflanr  will  ha  faican  nff  study,  Positive  nodes-the  patient  is  to 
b&m<fljmH*SF  'f<^TW^irhen .  1  including  pelvic  node  dissection  or  regimen,  2  including 
bftl^eral  groin  and  irradiation.  gEF0R_ 

tio.'v  o.-  Spjdyj _ 

ftCswiis  mp  ”«*>■.  u  ^  p>tient 

noted.  Also  1  incidence  of  bowel  obstruction  in  a  pt  completing  radiotherapy  has 
CojjcUJStOfis:  been  noted.  There  had  been  20  wound  infections  notea.  mere  has  been  1 
incidence  of  moderate  lymphadema. 


Too  early  for  definitive  conclusions 


Publications  or  Abstracts.  FY-82:  None 

PROGRESS  DURING  FY-82  A  total  of  65  patients  have  been  entered  into  the  protocol. 
To  date  none  have  been  entered  from  Walter  Reed. 

NO.  OF  PATIENTS  TO  BE  STUDIED:  aprrnvin,.f  1  v  200 
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DATg:25Jan83  toy  Emit  tb.: _ 4149 _ 1  Status:  Ihterim  x  Fi;i»jl 

Start  its  Date:  1979  ' _  Date  cf  Cg'K.cTic.i: 


Key  I'ciDs: 


Tike  cf  Project: 


Automated  Detection  of  Featl  Heart  Pattern  Abnormalities 


Principal  Itt/gSTtOATSaCs):  LTCJamea  .Ha'ddock _ 


Associate  Ikv£STTCATOR(s?:  Pres  by  116;-  A-.  Frank  ,*-~!Pvy  :Skiba-Powe  11 , '  H  . .  *t>\  •  ; 


Facility:  KVM _ I  Dept/S'/c;  ob  ’ 


Accumulative  fEDCASS  Cost:  Accomulativs  Cam? act  Cost:  Accumulative  Supply  Cost: 


'  FY-85  RECCASE: .  Contract  Cost:  Supply  Cost:  Dak  g=  Gowittec  Approval  Of 

felHOAL  PROSRSSS  &TORT  FFB  9  ! 


Study  Objective:  •  *  . 

To  develop  a  computer  program' to  r.ecjognize  fetal' heart  rate  pattern  anomalies  Sfe‘: 
fl§&  them  for  medical  staff.  _ _ _  •  _  ' 

TScwucal  Approach:  " 

Sana  As  above. _ _ ' 

PROGRESS  Pu3ifg  FY-82?hle  has  been  a  low  priority  item  since  we  hired  a  part-time 
consultant  last  year  because  (1)  other  items  have  been -more  important 20connection 
to  this  research  c'oniDuter  still  has  not  been  made(3)others  have  these  at  a  sophisticated 

tecnnpiog/"6t  tngSF.regnniquea  die  still  potentially 
.  •  '  •  Important 

FY-82:  Total  (to  oath)^ _ Before  Completion  of  Study:  l400/yr 

Serious/Unexpected  Side  Effects  m  Xrajicrs  Participatihg  in  ProjectCi?  nor*  so  stats):  • 


CoWX'JaiaiS:  The  technology- to  read  FHR  traces  is  still  in  its  infancy.  Any  applicatior 

here  would  Involve  further  development  and  modification.  I  believe  this  can  be  done  witl 
local 'personnel'  following  the  delivery  and  installation  of  our  cable  Which  Mr.  Thurman 
promises  will,  be  accomplished  before  the  end  of  Mar  83.. 


Publications  or  Abstracts.  FY-82: 
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DATS:25Jan83  VioaK  flo.:  4150 


Start ils  Pats: 

Key  ro?js: _ 

Title  c?  Project: 


_ (Status:  hrreatg  x  Fi:u; 

Date  of  Co^letici: 


On-Line  Interpretation  of  Labor  Curve  Abnormalities 


fetKCt?AL  I.v/ESTIGATSaCs):  LTC  J^es  Haddock _ '  _  •.  . 

ASSOCIATE  I«VESTre*TQg(s):  Presbyllcky  A:.-,  Franicy  -t .  ,  Skiba-Powell',  -H,.  -  •_ 

FACILITY:  jjj  •  I  PcPf/Svc:  OB  1  • 

/Uxuhulative  fEDCASE  Cost:  [  Accu>raj,tcv=  Ccktract  Cost:  Accumulative  S^ply  CostT 


FV~83  FECCASE: .  Contract  Cost:  .  Supply  Cost: 


Date  c?  Committee  Approval  Of 
him.  Progress  Rekst  FEB  2 


SrjQY  (bJSCTTVe:  To  correlate  labor  .curve  abnormalities  with  uterine  ao£ivity  arid  to 
investigate  the  effect  of  therapy  where  uterine'  activity,  has  been  normal  'or  ‘a(%*drmai . 

TsCHHiCAL  APPROACH:  Uterine  activity',  pelvic  exams,  and  therapies  are  entered 

automatically  and  by  hand  on  line  to  the  CB  Research  Computer.  The  computer  ia  to 
be- programmed  to  perform  the  above  functions. _  ' 

.Pffi-ff? 35  j/JR  1  BO _FY-82:  development  of  the- program  has  been  the  chief  task  of  Mr., 

Presbylick.  We -have  encountered  considerable  difficulty  in  cabeling  Our  monitors 
t-r.  t-.ha  nnmpnfur  rnnm  hut  understand  the  contract  to  do  this  has  finally  been  signed. 

{Su'SeR  of  Sjuhcts  Stuoisj:  -  ~~  ” 


FT-SZ: 


Total  (to  date): 


Before  Coplethw  of  Study:  700 


Ssp.toys/d’SWcCTeo  Shx  Effects  ui  Su-uects  P/anciPArwa  in  Project^?  rose  so  stats): 
None 

Conclusions: .  “  • — 


DAT£t25Jan83  |  VSoRs  U«?T  fia.t 

Swards  Date:  Jan  31 _ 


4151 


Status:  Ihtt.'mm 


Oats  cf  GypUTic:i: 


Key  ^c?ds: _ _ _ ■ 

Title  CF  PROJECT:  Early  Reliable  Detection  of  FHR  Variability  by  Adoptive 

Digital  Filtering 


Principal  IkyestigatorCs?:  LTC  J£mes  Haddock 


Associate  IwestTCaTQP.(s):  Frank,  T',  Free  by  lick;'-*. ,  Skiba -Pawe  11',*  H.  *>>  •  ; 


Facility:  KWC 


Dot/Svc:  OB 


Accuhulativs  P£CCAS£  Cost: 


ACCUMULATIVE  CCiiTRACT  COST: 


Acojk'jl»tivs  Sjfply  Cost: 


FY-83  EECCASE: .  Contract  Cost:  .  Supply  Cost: 

0-  '  0  _  •••  0 


Date  a=  Ca-wiTTse  Approval  Of 
Aswan.  Progress  PtSPaur  FtB  2  5  1983 


STUDY  OBJECTIVE:  To  derive  FHR.  variability  from  -a  non-in vasive  maternST 
•  “  abdominal  ElCG  leads;  ■’  J 


ISCHHiCPL  APPROACH:  The. above  signal  is  computer  processed  by  adoptive 

digital,  filtering..  '  -  . 

Progress  Bkiiw  FY-82:  The  computer  is  programmed',  the  eqipment  deliverea  ana 
functioning.  'We  .still  nejsd  cabling  to  the  computer  put  in  place  through  Mr 
Thurman's  office  but  we  have  tested  amplifiers  on  the  program  on  ourselves . 

(toss*  of  Subjects  Studied:  • 

*  , 

FY-82:  o  Total  (to  date)?  .  o  Before  Completion  of  Study;  25 

ScRtous/liViEXPEcreo  She  Effects  ih  Subjects  PMnciPAnns  in  ProjectCif  toe  so  state): 

«  V  ~ 

COMCLUStOfls:  .This  progress  .has  applicability  to  several  other  protocols  ana 

we  are  hopeful  this  will  now  bear  fruit. 


Publications  or  Abstracts.  FY-82: 
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Status:  Interim  XX  Final 


Date:  19  Nov  82  VJofiK  Uw { t  f«o . :  ^52 


Start KJ6  Date:  21  Nov  78  Date  of  Completion:  Unknown 


Keywords:  Phase  II,  Maytansine,  pelvic  malignancies  _ 


Title  Cr  Project:  a  Phase  II  Trial  of  Maytansine  in  Patients  with  Advanced  Pelvic 
Malignancies  -  GOG  #26-H 


Principal  Investigator's):  col  Robert  c.  Park,  mc.  usa 


Associate  Investigators):  Heller 


Facility:  WVtfC 


Accumulative  fEOCASE  Cost:  Accum^tive  Contract  Cost:  Accusative  Sjrply  Cost: 


FY-85  rEDCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  0? 
Annual  Progress  Report  FEB  2  5 


Study  Objective:  To  determine  the  efficiency  of  chemotherapy  agents  in  patients  whose 
advanced  malignancies  have  been  resistent  to  high  priority  methods  of  treatment.  A 
rajarflnn  type  nt,  ilac-ign,  ui.II  .ha  ucad  i  mm  lying  a  £ixejd— sample  aizft  flf  ?5  evaluable 
•pcwaffc  fc-PROACH:  patient  per  disease  site  per  drug  studied.  The  design  allows 
(See  below)  replacement  of  ineffective  regimens  by  newer  agents  or  combinations. 


Progress  During  FY-82:  a  total  of  69  patients  have  been  entered  into  the  protocol  from 
the  entire  GOG.  This  study  is  closed  to  squamous  cell  carcinoma  of  the  cervix 
and  enithelial  tumors  of  the  ovary.  Accrued  continues  in  other  catogories. 


fluecR  OF  OU3JECTS  SiUDitD: 25  Patients  in  each  category  of  disease. 

FY-82j _  Total  (to  date)j _ _  Before  Completion  of  Studyj _ 


Sep.ious/Umsxpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 


Conclusions:  Maytansine  has  insignificant  activity  against  squamous  cell  carcinoma  of 
the  cervix  and  epithelial  tumors  of  the  ovary.  Too  few  cases  have  accrued  in  other 
categories  to  comment.  The  study  is  closed  to  squamous  cell  carcinoma  of  the  cervix 
and  epithelial  tumors  of  the  ovary  and  no  further  evaluation  of  the  drug  is  planned 
in  these  neoplasms 

Publications  or  Abstracts.  FY-82:  ~ 

Abstract  -  ASCO,  C-420-May,  1980  (Cervix) 

Manuscript  -  (Ovary)  American  Journal  of  Clinical  Oncology,  In  Press. 

^f8MfSi£t~APP^8i£i(l'X^Mayla^3ine^appear30^o('^ensimilarC?o0??[A  v?ncaeiIfcaloids ,  affect¬ 
ing  DNA  synthesis  in  arresting  cells  in  metaphase  of  mitosis  by  inhibition  of  tubulin 
prolimerization.  Maytansine  has  shown  activity  against  many  animal  tumor  models.  Thre< 
schedules  have  been  studied  in  Phase  trials.  Single  bolus  every  3  weeks  is  convenient 
dose  for  patients.  Only  1  gynecologic  malignancy  was  included  in  the  20  patients. 

This  was  an  ovarian  carcinoma  in  which  one  response  was  seen  in  5  patients.  Other 
responses  were  confined  to  non-gynecologic  malignancies. 
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Dath:1^  Nov  82  May  fair  ti‘o.:4153 


Status:  IntlRihXX  Fi::al 


Starting  Date:  2i  Nov..1,aJA- 


Date  0?  Ccpplet  l  ON :  Unknown 


Key  i<3RJS:  Phase  II,  Baker's  antifol,  advanced  pelvic  malignancy _ 

Title  Cr  Project:  ^  Phase  II  Trial  of  Baker's  Antifol  in  Patients  with  Advanced 
Pelvic  Malignancies  -  GOG  #26-F 


PRINCIPAL  IiiVESTICATQrCs):  C0L  Robert  C.  Park,  MC 


Associate  IwcStigator(s):  Heller 


Facility:  IflffC 


Accumulative  fEOCASE  Cost: 
NA 


— -gBafflm/gffl.  ijncgjLagjL-,  


ACCUMULATIVE  CciiTRACT  COST: 
NA 


FY-85  r'EDCASt:  Contract  Cost:  Supply  Cost: 
_M_  . NA  NA_ 


Accumulative  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  ccr  9  5  iocn 


STUDY  03JECTIVE :  T°  determine  the  efficacy  of  Baker's  Antifol  in  patients’ whose 
advanced’ mal ignanc ie s  have  been  resistent  to  high  priority  methods  of  treatment, 
-piper inn  type_nf  design  will  be  used  involving  6  sample  size  of  25  evaluable 
iCAL  Approach:  patients  per  disease  site  per  drug. 


See  below 


Progress  During  FY-82:  A  total  of  68  patients  have  been  entered  into  this  protocol 
from  the  entire  GOG.  None  have  been  entered  from  Walter  Reed,  This  protocol  has 
been  closed  to  squamous  cell  carcinoma  of  the  cervix  and  epithelial  carcinoma  of  the 

f!uK3£«  Or  Subjects  Studied:  ovaries. 

-21,  patients  per  disease,  site. 

FY-82j _  Total  (to  date)j _ _  Before  Completion  of  Studyj _ 

Serious/Unsxpected  Side  Effects  in  Subjects  Participating  in  Project(if  moms  so  state): 

Some  Grade  3  mucocytis  has  been  observed  in  two  of  the  patients. 

Conclusions:  Although  limited  activity  is  noted,  this  drug  is  not  as  useful  as  more 
conventional  drugs  and  probably  will  not  add  to  our  current  therapeutic  regimens. 


Publications  or  Abstracts.  FY-82:  Abstract-ASC0-C4L7,  May  80 

Manuscript-Squamous  cell  carcinoma  of  the  cervix,  submitte 
to  Cancer  Treatment  Report,  August  29,  1980 

TECHNICAL  APPROACH:  Baker's  antifol,  also  known  as  triazinate,  is  an  antagonist  of 
folate  metabolism  which  acts  by  blocking  dihyd.  :olate  reductase.  This  drug  is 
believed  to  diffuse  passively  into  the  cells  by  active  transport  mechanism.  The 
drug  is  able  to  penetrate  the  CNS  levels  of  1-5%  of  blood  levels  following  IV 
administration.  It  is  excreted  mainly  by  the  liver  and  much  less  extent  by  the  kidney 
Toxicities  include  myocutaneous  and  gastrointestinal  effects.  Moderate  myelosuppress- 
ion  has  been  observed. 
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Date:  19  N°v  82  toy  lk(T  ftp.:  4154 


Status:  Inter ih 


Final  XX 


Start i. ‘.a  Date:  9  feb  1979 


Date  of  CopplcTIQN:  1  April  198 2 


Key  toos: _ Cis-Platinum  in  advanced  carcinoma  of  cervix.  Stage  III _ 

TITLE  Cr  Project:  a  Randomized  Comparison  of  Cis-Platinum  50  mg/M^  every  3  weeks 
versus  Cis-Platinum  100  mg/M^  versus  Cis-Platinum  20  mg/M^  Day  X  Five  in  the  Treatmer. 
of  patients  with  advanced  carcinoma  of  the  cervix  (Phase  III).  GOG  #43. 

Principal  Invest tc-AToa(s):  COL  Robert  C.  Park,  MC,  USA _ 

Associate  If!V£STIGATOR(s):  ltc  Paul  B.  Heller,  MC,  USA 


Facility:  KRAtfC 

□ 

Dept/Svc:  0B-GYN/GYN  Oncology  Service 

Accumulative  rEOCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

.  NA 

FY-83  rHX^E:  Contra^  Cost:  Suppt^psT: 

Date  of 
Annual  1 

Committee  Approval  Of 

Progress  Report  FEB  2  5  1983 

therapy  or  surgery.  To  compare  the  frequency  and  duration  of  response,  and  adverse 
sffMt^-ftf  nnP  tl'Oi-«py  tniwg  fetegee  riiffo^onf.dnnnii  mui.lraal-mnnf  schedules  To 
See  below  ***  'TEc.HNiCAL  Approach:  evaiuat;e  the  roles  of  serial  determination  of  serum  carcinomoembryoni 
antigen  (CEA)  Levels  and  determining  extent  of  disease,  response  of  treatment,  and  in 

predicting  treatment  failure  - - -  - - 

Progress  During  FY-82:  There  have  been  581  patients  assessed  to  this  protocol  from  the 
entire  GOG,  476  of  them  are  evaluable.  Walter  Reed  has  assessed  20  patients  to  this 
protocol . _ 

flu'-ScR  of  Subjects  Studied:  Approximately  175/yr 


FY-82: 


Total  (to  date) : 


Before  Completion  o.-  Study: 


S£RlOU3/UflSX»ECTED  SlDE  &FECTS  IN  SU3JECTS  PARTICIPATING  IN  Pr0JSCT([F  NONE  SO  STATS):  TWp  haw 
been  19  Grade  III  WBC  toxocities.  There  have  been  4  Grade  III,  and  6  Grade  IVn 
•gtafretet  munnifinn.,  Piara  haua  ha  an  41  r.rjria'  TTTJ  ITT  Cnin'r.itiPs  and  there  have  been 
Co.'.'CLU j.IONS : 3  Grade  IV  Renal  toxicities.  There  were  3  Grade  III  neurotoxicities. 

There  is  no  difference  in  the  efficacy  of  the  three  regimens.  There  is  less  toxicity 
with  the  lower  dose.  The  efficacy  of  continuous  versus  bolus  infusion  of  Cis- 
Platinum  will  be  explored  in  another  protocol. 


Publications  or  Abstracts.  FY-82:  (Abstract)  c-425,April  1982 


TECHNICAL  APPROACH:  Patients  who  have  histologically  confirmed  local,  advanced 
recurrent,  persistent  or  metastatic  disease  of  the  cervix  which  is  resistent  to 
curative  treatment  with  surgery  or  radiotherapy  are  eligible.  All  patients  must 
have  lesions  which  are  measurable  or  evaluable  by  a  physical  exam. 


448 


Status:  Interim  XX  Fi;» 


Date:  19  Nov  821  HmIT  ffej. :  4155 


STARTING  Date:  9  Feb  1979  Date  Or  Co^lET I0M:  Unknown 


Key  l&QS:  Vincristine,  Actinomycin-D,  Cyclophosphamide,  germ  cell  tumors  of  ovary 


Title  Cf  Project: Evaluation  of  Adjuvant  Vincristine,  Dactinomycin,  and  Cyc lophosphamide 
therpay  in  Malignant  Germ  Cell  Tumors  of  the  Ovary  after  Resection  of  all  Gross  Tumor 
(Phase  III). 


Principal  Investigator's): 


Associate  InvestigatorCs): 


Facility:  KtfNC 


COL  Robert  C.  Park,  V.u,  USA 


LTC  Paul  B.  Heller,  MC,  USA 


Dept/Svc :  OB-GYN/GYN  Oncology  Service 


Accumulative  rEDCASE  Cost:  Accumulative  Cchtract  Cost:  Accumulate  Supply  Cost: 

NA  NA  NA 


FY-83  rSJCASt:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

m  m  m  Annual  Progress  Report  pen  9  S  « 


Study  OBJECTIVE:  To  evaluate  the  effect  of  combined  prophylactic  Vincristine,  Dactinomy¬ 
cin  and  Cyclosphosphamide  (VAC)  chemotherapy  in  patients  with  endodermal  sinus  tumor 
embryonal - eare inoma , — immature  teratoma  (Grade  2  and  3), — slwriacacicaaaa .  and  malignan 
THpjit.Cf'J.  mixed  germ  cell  tumors  of  the  ovary,  Stages  I  and  II  after  removal  of 

all  gross  tumor.  To  evaluate  the  role  of  serum  markers,  especially  alpha  fetoprotein 
■  (AFP)  and  human  chor-innir  gnnarlnti-nph  i  n  /h<»fa  HCfll  uhpn  fhpsp  arp  present  in 

ProgrcSS  DuP.ifiO  FY-82:  predicting  response  and  relapse. 

There  have  been  59  entries  to  the  protocol  in  the  entire  GOG.  46  of  them  are  present  1 
-evaluabl e — 1  patients  Havp  hopn  pnfprgH  from  Walter  Reed  of  which  2  are  evaluable.  17 

fi'llMSER  OF  Sjsjects  SfU0iED:patients  with,  immature  teratoma  have  been  entered  15  of  these 
have  had  pathology  review.  11  of  these  are  clinically  free  of  disease  with  a  followup 

FY-82: _  Total  (to  date)j _ Before  Completion  of  Studyj _ 

Serious/Ukexpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 


Conclusions:  It  is  too  early  to  draw  conclussions , 


Publications  or  Abstracts.  FY-82:  (Abstract)  ASCO,  c-214,  March  1981 

PROGRESS  DURING  FY-82  Continued  from  above. 

Six  of  these  were  Grade  III.  Of  these,  4  had  second  look  procedures  and  three  were 
negative.  29  cases  of  epidermal  sinus  tumor  were  entered.  Second  look  has  been 
performed  at  21  instances,  18  being  negative. 
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Below** 


Date:  19  Nov  82j  toy  IlsiT  fio.:  4156 


Status:  Iktuuh  XX  Fi; 


Starting  Date:  29  June  1979 


Date  of  Collet  ion:  Unknown 


Key  (ords: 


Advanced  germ  cell  tumors  of  the  ovary  treated  with  Cinblastine,  Bleomyci 

and-Cis  Lafrinwa. 


Title  CF  Project:  Evaluation  of  Vinblastine,  Bleomycin  and  Cis-Platinura  in  Stage  III  an 
IV  and  Recurrent  Malignant  Germ  Cell  Tumors  of  the  Ovary  (Phase  III)  GOG  #45. 


PRINCIPAL  lN¥£ST(CATQa(s):  COL  Robert  C.  Park,  MC.  USA 


Facility:  KRAMC 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  FEDCASS  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA 

FY-83  i-i^)£ASE:  Conner  Cost:  Surr^Cost : 

Date  o=  Committee  AppimgL.  Of. 
kmfiL  Progress  Report  FEB  2  5  7983 

Stuqy  Objective:  To  evaluate  the  effect  of  4  cycles  of  combined  Vinblastine,  Bleomycin 
and  Cis-Platinum  (VBP)  chemotherapy  in  the  management  of  patients  with  endodermal 
sinus  tumor  embryonal  eare inoma , — immature  teratoma  (all  -grades) ,  choriocarcinoma,  and 
TECHM ; CAL  APPROACH :  malignant  mixed  germ  cell  tumors  of  the  ovary  with  advanced  or 
recurrent  disease,  incompletely  resected.  To  evaluate  the  role  of  serum  markers, 
agpai-ial_ly_.a.lphgt-al:npT-rttain  and,  human  rhnrinn-ic  gonadotrophin  when  these  are  present 
PBPffieafiftHIftgV&ponBe  and  relapse. 

See  below _ _ _ _ 

fi'ii'Sert  OF  Sy3JcCTS  StuoiEO:  Approximately  15/yr 
FY-82:  Total  (to  date) : 


Before  Completion  o.-  Study: 


SeR I OUS/UflEX^ECTEO  StOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  If!  P,TOJECT(iF  NONE  SO  STATE):  There  have  been 
28  patients  who  have  had  moderate  or  severe  WBC  toxocity.  There  have  been  4  patients 
mBOppro  Cd~3evere  platelet  "toxicity.  'Then e-have  been  7  pat-iento  with  moderate 
— — — 2 — — '  or  severe  GI  toxicity,  and  one  patient  with  moderate  neuro  toxicity. 

There  has  been  one  Grade  IV  pulmonary  toxicity.  3  Deaths  are  beleieved  related  to 
therapy. 

ToxiciticS  are  considerable  but  generally  manageable.  Early  results  are  encouraging. 
Publications  or  Abstracts,  FY-82:  (Abstract)  ASC0.C-430,  April  1982 

TECHNICAL  APPROACH:  Histologically  confirmed  malignant  germ  cell  tumors  of  the  ovary 


with  advanced  (Stage  II  of  IV)  or  recurrent  disease,  incompletely  resected,  excluding 
patients  with  pure  dysgerminoma  (mature  anaplastic)  are  eligible.  Patients  with 
incompletely  resected  Stage  II  disease  are  eligible.  Patients  previously  treated 
with  VAC  are  eligible.  After  surgery,  the  patients  are  placed  on  4  course  of  Velban, 
Bleomycin  and  Cis-Platinum.  Vinblastine  maintenence  portion  of  the  study  is  dis¬ 
continued  1981.  The  concept  of  markers  as  evidence  of  recurrent  disease  in  all 
germ  cell  tumors  as  approved. 

PROGRESS  DURING  FY-82  There  have  been  47  patients  entered  into  this  protocol  from 
the  entire  GOG,  37  of  which  are  evaluable,  one  patient  has  been  entered  from 
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.. ,  ■j'adhten 


Walter  Reed.  Of  point  2  second  look  operations  performed,  12  were  negative. 
There  have  been  8  recurrences  in  patients  who  did  not  have  second  look 
operations ■ 
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mm 


Date:  19  Nov  82j  1,'oy  L'.vt r  to.:  4159 


Status:  Ikterih 


Fikal  XX 


Stash :.s  Date:  6  Apr  1979 


Date  of  Completion:  16  Jan  1982 


Key  IbfUS:  Chemotherapy  for  recurrent  or  advanced  uterine  sarcoma. 

Title  CF  PROJECT: Treatment  of  Recurrent  or  Advanced  Uterine  Sarcoma.  A  Randomized 
Comparison  of  Adriamycin  Versus  Adriamycin  and  Cyclophosphamide  (Phase  III) 

GOG  #42. _ 

Principal  IwEST(CATOS(s):  COL  Robert  C.  Park.  MC _ 

Associate  Investigators):  LTC  Paul  B.  Heller,  MC 


Facility:  WRAtfC 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  PEDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of 
Annual  i 

Committee  Approval  Of 

Progress  Report  FEB  2  5  Win 

— 

STUDY  OBJECTIVE:  To  determine  if  Adriamycin  alone  is  more  effective  than  ADriamycin  and 
Cyclophosphamide  in  producing  responses  in  advanced  or  recurrent  uterine  sarcoma.  The 
second  objective  is-  to  determine  if  the  duration  of  response  for  each  treatment  arm 
£& tWtPyH :  Patients  with  primary  Stage  III,  primary  Stage  IV,  or  recurrent 
uteri  sarcoma  are  eligible.  Both  patients  with  non-measurable  and  measurable  disease 

qra  aTiyhla  hiif  t-hay  may  ha  analywaA  mparataly  Eatianta  >~h  all  rpll  types  of 

P^^RESS  flG . :  uterine  sarcoma  are  eligible.  Patients  previously  treated  with 
Radiotherapy  to  the  pelvic  bed  are  eligible  but  they  must 

- - - have  romp! p. far!  this  radiation  more  than  3  months  prior  to  entry  on 

fi'UM3ES  Or  Su3J£CTS  STUDIED:  study.  The  patients  will  have  an  exploratory  laparotomy,  TAH/ 

FY-S2:  50  Tara.  (to  oa?^'  ^  ^ 


SEfflous/U'iEXbECTEO  S|0:  Effects  in  Subjects  P.VTTICIP.'.niK  In  PtojectOf  so  state):  There  has  been 
4  Grade  4  WBC  toxicities.  There  have  been  no  Grade  3  or  4  Platelet  toxicities.  There 
Ugr*  u~ Kiu'?  ^  toxiciLics'Telated  tu  nausea  and  vomiting.  Thcgo  has-been  1  Grade 

— "  — — — 1  4  cardiac  toxicity.  There  has  been  1  Grade  III,  stomatitis.  There  have 
have  been  5  Grade  III,  granulocytoxicities .  There  has  been  one  patient 
who  had  Grade  4  toxicity  associated  with  BUN,  Creatinine  and  alkaline 
phosphatase . 


Publications  or  Abstracts.  FY-82:  Manuscript  in  progress.  Protocol  has  been  closed. 


PROGRESS  DURING  FY-82:  There  have  been  132  patients  assessed  to  this  protocol,  108 
of  them  are  evaluable.  Walter  Reed  has  placed  two  patients  into  this  protocol. 

CONCLUSIONS:  Regimens  have  been  well  tolerated.  Response  has  been  low.  Although 
the  response  rate  in  patients  with  measurable  disease  has  approached  20%,  it  is 
doubtful  that  these  responses  are  of  clinical  benefit. 
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Date:  19  Nov  8^  Ho*  Cnit  fio. : 

1  Status:  Interim  **  Firyi 

Start ir.U  Date:  C  August  79  Date  of  CopHcTIC.T:  Unknown 

Key  ViGOS:  Clinical  pathologic  study,  Stage  I 

and  II,  uterine  sarcoma 

Title  cf  Project:  a  Clinical  Pathologic  Study  of  Stage  I  and  II  Uterine  Sarcomas 
GOG  #40 


Principal  IftyesnoAToaCs):  C0L  Robert  c-  Park»  MC 


Associate  If!vesriCAro3(s):  Heller 


Facility:  KVKC 

□ 

.  DEPr/SyCJ - QB-^gyU/Gm-nproIoRy  Service _ 

Accumulative  tSDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA 

FY-83  fEC^E:  Contort  Cost:  Su^y  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  Ppr  a  r  iQtn 

Study  Osjscnvs:  The  purpose  of  this  study  is  to  determine  the  incidence  of  pelvic 
and  aortic  lymph  node  metastasis  associated  with  Stage  I  and  II  uterine  sarcomas.  The 
rrlnHffn?hTp  flf  thn-WJ-  4 "  fre  ^t-V*** pi-r.gnng|-Ir  f^rrnrs  such  as 

TEchn •  cal  Approach:  mytotic  indexes,  tumor  and  the  complication  rate  of  the  procedures. 
All  patients  with  histologically  proven  uterine  sarcoma,  clinical  Stage  I  and  II 
who  are  medically  suitable  for  hysterectomy  and  lymphadenectomy  are  elig ib 1 e 
BgcattejftjRifa  FY-82:  for  this  study.  All  patients  will  undergo,  at  a  minimum,  a  simple 

extrafascial  abdominal  hysterectomy,  BSO,  selective  pelvic  and 
para  aortic  lymphadenectomy.  Peritoneal  cytology  will  be  obtained.  Omental  biopsy  is 
f!u-Sc;T  OF  Su3j;c."i  Studied:  recommended  as  an  optional  procedure.  All  Uistulugic  types  of 

uterine  sarcomas  are  acceptable.  Studies  amended  15  Apr.  82  to 
FY-82:  Unknown  Total  (to  date):  allow  entry  Before  Completion  of  Study:  of  patients  with 

- pr-L^r  gynomlngir  gl urgency  evidence  or  coma  diag- 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  in  Pp.ojectCie  none  so  state):  nosed  more  than 
None  5  years  per  recurrent  sarcoma. 

Conclusions:  The  distribution  of  cell  type  shows  up  dominence  of  mixed  mesodermal 
tumors  as  found  in  earlier  sarcoma  protocols.  There  is  a  trantowards  tumor  size 
being  a  significant  factor.  No  significant  serous  adverse  effects  have  been 
encountered. 


Publications  or  Abstracts.  FY-82:  None 

PROGRESS  DURING  FY-82  A  total  of  138  patients  have  been  entered  to  the  study  for 
the  entire  GOG  of  which  68  patients  are  evaluable.  Walter  Reed  has  entered  7 
patients . 
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Date:  19  N°v  82|  Wof»c  Us i t  ftp . :  4161 _ ISiatus:  1kt;hivi  XX  f-|;:AL 

Starting  Date:  6  April  79 _ Date  ctr  Cokpletiom:  Unknown _ 

Key  IfcjRD s:  Surgical  staging,  ovarian  carcinoma 

Tiile  cf  Project:  .  ,  „  „  .  .  „  , 

Surgical  Staging  of  Ovarian  Carcinoma  G0G#41 


Principal  IitvESTtGAToa(s):  COL  Robert  C.  Park,  MC,  USA _ 

Associate  Ikvestigator(s):  LTC  Paul  B.  Heller,  MC  USA _ 

Facility:  KIRA'iC _ Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  MEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ M _ _ M _ _  na _ _ 

FY-83  i'£DCAS£:  Contract  Cost:  Supply  Cost:  Date  of  Ccvuttee  Approval  Of 

na  na  na  Annual  Progress  Report  FEB  2  5  1 


2  5  1983 


Study  Objective:  To  determine  the  spread  of  ovarian  carcinoma  to  intraperitoneal 
structures  and  retroperitoneal  lymph  nodes  by  direct  examination,  cytologic  sampling 
Trt  estsWwh-s-wfgwri  pwtstsl— fw  ysrissU-saUtsd  r-rir-  ovarian 

technical.  Approach:  cancer  treatment  protocol.  To  determine  the  complication  rate  of 
(See  below)  procedures  outlined. 

Progress  Pur i no  FY-S2:  There  have  been  184  patients  entered  into  the  study  from  the 
entire  COG  from  which  96  are  presently  evaluable.  Walter  Reed  has  entered  19 
patients  into  this  study. 

hU'iSSa  Or  $U3JECTS  Studied:  Unknown 

FY-82j _  Total  (to  date)j _ Before  Completion  of  Study: 

ScRIOUS/U'IEXPECTED  Sl-DS  ErrECTS  Iff  SUBJECTS  PARTICIPATING  IN  PpCJEClC IF  fiONE  SO  STATE): 


Conclusions: 


Too  early  for  conclusions  at  this  time. 


Publication;-  or  Abstracts.  FY-82: 


TECHNICAL  APPROACH:  All  patients  explored  in  the  investigator's  institution  and  found 
to  have  Stages  I,  II  or  III  (optimal)  ovarian  carcinoma  are  eligible.  All  histologic 
types  of  ovarian  carcinoma  and  differentiation  are  acceptable  for  entry  into  this 
protocol.  Patients  whose  procedures  were  performed  at  referral  institutions  are 
eligible  for  entry  provided  that  the  eligibility  criteria  are  met.  Borderline  lesions 
to  the  ovary  are  acceptable  for  entry  into  this  study. 
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DaTc:  19  Nov  82j  l/gy  fa;r  th.:  4162 


Status  :  Ihurih  XX  Final 


Startup  Date:  21  August  1979 


Date  Or  Cop»let to:i:  December  1983 


Key  I«orjs:  Melphalan,  ICP-32,  Epithelial  carcinoma  of  ovary  _ 

TITLE  CF  Pp.OJ£CT:A  Randomized  Comparison  of  Melphalan  Versus  intraperitoneal  chromic 
phosphate  in  the  treatment  of  Women  with  Stage  I  (Exclusive  of  Stage  IAi,  GI;  and  IB 
GI)  Epithelial  carcinoma  of  the  ovary  (Phase  III). _ 


PRINCIPAL  I?tV£STlGATCft(s) :  COL  Robert  C.  Park.  MC .  USA 
Associate  Investigators):  LTC  Paul  B-  Heller,  MC,  USA 


Facility:  VP.AHC 


DePT/Svc :  OB-GYN/GYN  Oncology  Service 


Accumulative  i'EDCASE.  Cost: 
NA 


Accumulative  Contract  Cost: 
NA 


FY-83  r£CCAS£: 

NA 


Contract  Cost: 
NA 


Supply  Cost: 
NA 


Accumulative  Supply  Cost: 
NA 


Date  of  Committee  Approval  Of 
Annual  Progress  Report 


M 


2  5  Bff> 


STUDY  Objective:  The  purpose  of  this  study  is  to  evaluate  the  relative  effectiveness 
of  Melphalan  versus  peritoneal  radioactive  chromic  phosphate  as  adjuvant  therapy  in 

Stage  I  exclusive  of . IAi ,  GI  and  IBi,-  GT  epithelial  cancers  of  the  ovary  in  a  rando- 

TECHi'i : CAL  Approach '■m£2e(j  prospective  study.  Patients  who  are  eligible  are  those  with 
surgical  Stage  IA  i,  Ga  G3;  IAii,  IBi,  Ga,  G3,  IBii;  and  IC  epithelial  cancer  of  the 

ovary,  glCO  classification  who  have  undergone  optimal _ staging. _ 

PROGRESS  During  FY-82:  To  date  there  have  been  11  entries  to  the  protocol. 


Kumse*  of  Subjects  Studied:  93  t0  each  treatment  ann. 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Study: 


Serious/Unsx’ecteo  Side  Effects  im  Subjects  Participating  in  ProjectOf  none  so  state): 
None 


Conclusions:  Too  early  to  draw  any  conclusions. 


Subucations  or  Abstracts,  FY-82: 
one 

TECHNICAL  APPROACH:  Patients  with  Stage  IAi,  G2,  G3,  IAii,  IBi,  G2,  G3,  or  IBii 
or  IC  epithelial  cancer  of  the  ovary  are  eligible  for  this  protocol  and  those  who 
have  undergone  optimal  staging.  As  of  March  1981,  patients  with  Stage  IB 
subgroup  1,  GI,  epithelial  cancer  will  be  eligible. 
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Date:  19  Nov  8$  toylkiTfo.:  *163 _ |  Status:  Interim,  jg_  Final 

Starting  Date:  6  Apr  79 _ Date  c,-  Collet  ion:  Unknown _ 

Ker  Words:  Phase  II.  Cis-Platinum,  advanced  gynecologic  malignancy 

Title  cf  Project:  a  Phase  II  Trial  of  Cis-Platinum  in  the  Treatment  oi 
Gynecologic  Cancer  GOG  #26-C 


Jvanced 


Principal  Investigator's): 
Associate  Ihvestigator(s): 
Facility:  tafflC _ 


COL  Robert  C.  Park.  MC 


Ds>r/5vc:  OB-GYN/GYN  Oncology  Service 


Accumulative  HEOCASE  Cost: 
NA 


AcClA'UiLAT [ V£  CONTRACT  COST: 
NA 


Accumulative  Supply  Cost: 
NA 


FY-83  iiCCASS: 
NA 


Contract  Cost:  Supply  Cost: 


Date  op  Committee  Approval  Op 
Annual  Progress  P,eport  ctr  9 


Study  03JECTIVE:  To  determine  the  efficacy  of  Cis-Platinum  in  the  treatment  of 
advanced  or  recurrent  gynecologic  cancers  -  A  rejection  type  design  will  be  used 
-tny» tying.  A-ftTBit  pf--25  evaluable  patients  pc*  disease  site  per  day  or 

drug  studies.  The  design  allows  replacement  of  ineffective  regimens 
by  newer  agents  or  combinations. 

Progress  During  FY-82:  A  total  of  258  patients  have  been  entered  into  this  protocol 
to  the  entire  GOG.  Walter  LReed  has  entered  2.  Combinations  of  Cis-Platinum  and 
other  regimens  are  in  the  process  of  being  tested.  The  protocol  is  closed  to  squamous 
flUMSeft  of  Subjects  Studied:  cell  carcinoma  of  the  cervix,  non-squamous  cell  carcinoma  ot 
thCLvCervix,  epithelial  carcinoma’s  of  the  ovary,  and  endometrial  carcinomas  and 
FRsZi _  Total  (to  dateTj _  Before  Completion  o?  Study:  uterine  sarcomas. 

ScRtCUS/UflEXPECTED  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  Proj-CTCiF  NONE  Si  stats):  There  have  been 
some  Grade  III  GI  and  Grade  III  hypokalemia  noted.  There  have  been  4 

■patients -with- Grade  TIT,  nr  TV  renal  toxicity  ROte^. _ 

to.NCLU3iQf)S:  Cis-Platinum  has  marked  activities  as  first-line  chemotherapeutic  in 
squamous  cell  carcinoma  of  the  cervix  and  is  active  as  a  second-line  therapy  for 
advanced  adenocarcinoma  of  the  ovary  and  mixed  mesodermal  sarcoma  of  the  uterus • 

The  drug  appears  to  be  inactive  against  endometrial  carcinoma  and  lyomyosarcoma  of 
the  uterus,  but  may  have  limited  activity  in  therapy  of  cervical  adenocarcinomas. 

Publications  CR  Abstracts.  FY-82:  Chemotherapy  in  the  management  of  advanced  or  recurrent 
cervical  and  endometrial  carcinoma.  Cancer,  48:658-665,  15  July  1981 (cont  below) 
TECHNICAL  APPROACH:  Cis-Platinum  appears  to  exert  its  cytotoxic  action  by  cross  linkin 
DNA  and  thus  acting  in  a  manner  similar  to  the  bifuntional  alkylating  agents. 
Cis-Platinum  has  demonstrated  activit  in  animals  studies  against  transitional  cell 
carcinoma  in  mice.  Toxicity  trials  in  animals  reveals  myelosuppression,  lymphoid 
atrophy,  hemorrhagic  introcolitis,  renal  tubular  necrosis,  and  cocclear  damage, 
as  well  as  some  degree  of  immunosuppression. 

NO.  OF  SUBJECTS  TO  BE  STUDIED:  25  per  disease  site 

PUBLICATIONS  OR  ABSTRACTS ,  FY-82  cls;PJ«tlm“Ti"  2*  ofe?S*SnecolS“CScology 

gtSeJSt tttcSJT&LP&s:  d  >«..  ” 
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Date:  19  Nov  82  Work  Unit  fio. :  4165  _  Status:  Interim  XX  Final 


STARTING  Date:  21  Aug  79  Date  of  Cof-H-ETION:  Unknown 


Key  IbRDS:  Phase  II,  AMSA,  advanced  pelvic  malignancies 


Title  CF  PfiOJcCT:  a  Phase  II  Trial  of  AMSA  in  Patients  with  Advanced  Pelvic 
Malignancies  -  GOG  26-1. 


Principal  Investigator's};  col  Robert  c.  Park,  mc,  USA 


Associate  Investigators) :  Heller 


Facility:  WRA’IC 


Dept/Svc 


OB-GYN/GYN  Oncology  Service 


I 


Accumulative  rEDCASE  Cost: 
na 


Accumulative  Contract  Cost: 
NA 


Accumulative  Supply  Cost: 
NA 


FY-85  F£C^IS£:  Contr^t  Cost:  Supply  Cost: 


Date  op  Committee  Approv, 
Annual  Progress  Report 


2  5  1981 


Study  Objective:  To  determine  the  efficacy  of  AMSA  in  patients  whose  advanced  malignancie 
have  been  resistent  to  high  priority  methods  of  treatment.  A  rejection  type  design 
will  he  used  involving  a  fixed  sample  sice  -o4  25  evaluable  patients  per  disease  site 
TECHNICAL  Approach:-  AMSA  is  acridine  aerivitive  with  significant  activity  ger  drug, 
in  several  animal  tumors.  The  drug  inhibits  DNA  synthesis  but  has  little  effect 

upon  B.NA  synthesis. _ It  binds  the  DNA  through  intercalation  and  external  binding. 

see  below-  **Pro03SS3  During  FY-82:  It  has  particular  affinity  for  adenin-thyamine  pairs.  In  a  Phase 
I  trial  responders  were  observed  in  a  case  of  lymphangiosarcoma  and  in  a  case  of 
ovarian  carcinoma.  AMSA  is  attractive  because  its  activity  is  about  the  same  as 


Number  OF  Su3JECTS  .Studied:  Adriamycin  but  it  has  less  larger  producing  ettects . 

25  Patients  who  have  received  previous  Adriamycin  are  ineligible  for  this 


Total  (to  date): 


Before  Completion  op  Study: 


protocol . 


ScRlOU 5/Uf!EXPECTED  Sl-DE  EFFECTS  IN  SUSJECTS  Participating  IN  PrOJ~CT(iF  NONE  SO  STATE): 
Essentially  none 

Conclusions:  It  is  too  early  for  any  definitive  conclusions. 


Publications  or  Abstracts.  FY-82:  None 


PROGRESS  DURING  FY-82  A  total  of  36  patients  have  been  entered  to  this  protocol 
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Date:  19  Nov  821  WcfiK  linn  No.:  4166 


Status;  Interim  XX  Fik» 


START!  TAJ  Date:  21  Aug  79  Pate  Or  Collet  ion:  Unknown 


Key  Words:  a  Phase  II  Trial  of  Yoshi-864  in  patients  with  advanced  pelvic  malignancy 


TITLE  CF  Project:  ~  A  Phase  II  Trial  of  Yoshi-864  in  patients  with  advanced  pelvic 
malignancies  GOG-26J 


Principal  ImvestigatorCs):  COL  Robert  C.  Park.  MC.  USA 


Associate  Investigators):  Heller 


Facility:  HRA'IC  Dept/Svc:  OB-GYN/GYN  Oncology  Service 


Accumulative  rEDCASS  Cost:  Accumulative  Coitract  Cost:  Accumulative  Supply  Cost: 

_ _ _ _ NA _ _ _ _ NA _  .  NA  • 


FY-83  r3 )CAS£:  Contract  Cost:  Supply  Cost:  Date  of  Cckmitt ee  Appan-fu  0; 

h»a _  Mft  ma  Annual  Progress  Report  FEB  2  5  1983 


Study  03JECTIVS:  To  determine  the  efficacy  of  Yoshi-864  in  patients  whose  advanced 
malignancies  have  been  resistent  to  high  priority  methods  of  treatment.  A  rejection 
erf  «L11  ho  iiftod— i-mtrtlvino  a-.f i vad-aamplp  sine  nf  25  pvaluable  patients 

TECHNICAL  Approach :  Yoshi-864  is  a  sulfonic  acid  estor  of  amino-  per  di.sease. 
glycol  synthesized  by  Elmerzabinisakurai  as  an  alkylating  agent  active  against 
experimental  tumors  resistent  to  nitrogen  mustard  derivitives.  Structurally  it  is 
see  below  **PRoa?~ss  During  FY-82 .-similar  c°  busulfan  but  is  active  against  the  Llzlu  system  in  mice 

where  busulfan  is  not  active.  Exact  methcanism  of  action  has  yet 
been  elucidated.  It  may  have  alkylating  activity.  The  initial  dose 
NuiiBER  OF  Subjects  Studied:  of  Voshi-864  has  been  reduced  c<5  1.5  mg/kg/day .  Patients  with 


FY-82: 


abnormal  liver  functions  test  secondary  to  metas 
Total  (to  oate)j _  Before  Ca'-tLETfa'f  of^uu^1^16  ' 


astatic  tumor 


Serigus/Uhsxpected  Side  Effects  in  Subjects  Participating  in  Prcject(if  none  so  state):  There  ha«.  been 
;.Gr*f  ?V  i»  on.  patient.  Ih.re  hat  baen  ,o"e  Grad‘d  IV 

T?^n9ta  in  ene-patient.  There  has  been  some  Ovade  III  &  iv  thrombo- 
noted.  There  has  been  one  Grade  III  parasthesia  observed.  One  Grade  III  re 
blood  cell  count  depression  observed. 

CONCLUSIONS:  It  is  too  early  to  draw  any  conclusions. 

IJuaLKAnONS  OR  Abstracts.  FY-82:  Manuscript  (ovary)  submitted  to  cancer  treatment  reports 


PROGRESS  DURING  FY-82  Total  of  64  patients  have  been  entered  into  this  protocol. 


458 


Date:  19  Nov  8<  Hay  Umit  No, :  4167 


Status:  Interim 


Firm.  XX 


Start! '.3  Date:  21  August  1979 


Date  of  Collet  ion:  1  March  1982 


Key  Words:  Adrlamycin,  Cytoxan,  Cis-Platinum  treatment  in  advanced  adenocarcinoma  of 
t , _  „  p  pf_. the  ovary.  ’ 

iiLfc  v.r  rKOJiUT.  ^  phase  II  Randomized  Study  of  Adrlamycin  Plus  Cyclophosphamide  versus 
Adrlamycin  plus  Cyclophosphamide  plus  Cis-Platinum  in  patients  with  Advanced  Ovarian 
Adenocarcinoma,  -aubepfeimal  Stage- HI  >  -&fcage  IV  -and,  recurrent-.-  COG  #4  7 - 


Principal  InvESTiGAtoaCs?:  COL  Robert  C.  Park,  MC 


Associate  IfivESTiGATmCs):  LTC  Paul  B.  Heller,  MC 


Facility:  KW£ 


Dept/Svc:  OB-GYN/GYN  Oncology  Service 


Accumulative  rEDCASE  Cost: 
NA 


FY-85  rEJCASE: 

NA 


Accumulative  Contract  Cost: 
NA 


Contract  Cost: 
NA 


Accumulative  Supply  Cost: 
NA 


Supply  Cost: 
NA 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FtB  2 


5J2B1 


Study  Objective:  To  determine  if  the  addition  of  Cis-Platinum  to  Adrlamycin,  plus  cyclo¬ 
phosphamide  improves  remission  rate,  remission  duration,  or  survival  in  Stage  IV, 
3JP^TTCI;aal  grace  III  and  teuurrent  ovarian  adenocarcinoma.  To  determine- the  frequency 
an^  miration - or  true  complete  remission  using  these  regimens  as  judged  at  a  second 
look  laparotomy. 


Progress  Vupmis  FY-S2: 


fllMSeR  OF  SUBJECTS  STUDIED: 

-  Total  (to  date)j _ Before  Completion  of  Studyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  bone  so  state):  Renal  toxicity 

was  observed  in  36.2  patients  who  received  Cis-Platinum  and  were  evaluable  for  toxicit 
jgggggTOfgll  were  Grade  I  except  4.  There  are  19a  cases  'at  WBU  fOXICIty. — ■ 

There  is  no  survival  difference  in  either  arm.  The  addition  of  Cis-Platinum  appears 
to  significantly  Influence  the  response  and  progression  free  Interval. 


Publications  or  Abstracts.  FY-82:  (Abstract)  ASCO,  C-403,  April  1982 

TECHNICAL  APPROACH:  Patients  who  have  been  diagnosed  as  Stage  IV  and  suboptimal  Stage 
III  primary  cases  or  recurrent  cases  are  eligible.  Suboptimal  Stage  III  is  defined  as 
those  Stage  III  patients  with  at  least  one  residual  lesion  at  the  time  of  surgery 
equal  to  or  greater  than  3  cm.  in  the  largest  diameter  In  the  abdomen  or  pelvis. 
Histologic  types  eligible  are  serious  adenocarcinoma,  mucinous  adenocarcinoma,  clear 
cell  adenocarcinoma,  endometrold  adenocarcinoma  undifferentiated  carcinoma  un¬ 
differentiated  carcinoma  or  mixed  epithelial  carcinoma.  There  have  been  515  pts. 
entered  from  the  entire  GOG.  Walter  Reed  has  entered  27  patients  to  this  protocol. 
There  has  been  moderate  to  severe  WBC  toxicity  in  190  patients.  There  has  been 
moderate  or  severe  platelet  toxicity  in  19  patients.  There  has  been  moderate 
GI  toxicity  in  44  patients.  Renal  toxicity  was  observed  in  33.4%  of  the  cases 
who  received  Cis-Platinum  and  were  evaluable  for  tonicity.  All  were  Grade  I  except 
for  4  cases  which  were  Grade  II,  III  and  IV.  4  J7 


Date:,;?  MOV 


/  A  mw 


fad  to.:  4171 


Status:  Interim  xx  Fimai 


Starting  Pate:  10  July  1980 


Date  of  Collet i cm:  1983 


Key  togas:  Advanced  endometrial  carcinoma,  hormonal  failure,  Adriamycin,  Cytoxan 
TITLE  ZF  Project:  a  Study  of  Pregestin  Therapy  in  a  Randomized  Comparison  of  Adriamycin 
versus  Adriamycin  plus  Cyclophosphamide  in  Patients  with  Advanced  Endometrial 
Carcinoma  after  Hormonal  Failure  GOG  #48 _ 


Principal  Invest igator(s): 


COL  Robert  C.  Park,  MC 


Associate  Investigators): 


LTC  Paul  B.  Heller,  MC 


Facility:  KRA'IC 


Accumulative  rHJCASE  Cost: 
NA 


FY-83  KEDCASE: 

NA 


Dept/Svc:  OB-GYN/GYN  Oncology  Service 


ACCUMULATIVE  CCiiTRACT  COST: 
NA 


Contract  Cost: 
NA 


Supply  Cost: 
NA 


Accumulative  Supply  Cost: 

na 


Date  of  Committee  Approval  Of 
/'-nnual  Progress  Report  fEB  2  5  19R3 


Study  Objective:  To  evaluate  the  response  of  advanced  or  recurrent  endometrial  carcinoma 
to  oral  progestins  in  patients  who  have  received  no  prior  hormonal  therapy.  To 
compare  n  aombi nation  of  Adri amyc i n . and  Cyclophosphamide  nr  Adriamycin  alone  as  therap 
See  Below  **  TEchn ;CAL  Approach :  for  advanced  or  recurrent  endometrial  carcinoma  which  no  longer 

responds  to  or  has  failed  to  respond  to  progestines  in  patients  who  have  received  no 

pr-ior  c yto-tox-ic  drug - - - - - - - 

PROGRESS  Cup.  I  no  FY-82:  319  Patients  have  been  entered  into  the  protocol  trom  the 
entire  GOG;  243  are  evaluable  at  present.  Protocols  amended  to  allow  entry  of 
patients  with  rapid  progression  of  disease  on  hormonal  therapy  on  to  the  chemotherapy 
Humber  of  Subjects  Studied:  arm  the  study  without  the  necessity  of  three  week  period. 

100  Per/yr  (9  Jan  1981).  Of  183  evaluable  cases  175  are  evaluable  for 

‘  ‘  ~  - -  Total  (to  date)j _ _  Before  Completion  of  Study:  response . 

Serious/UiTEXPSCTED  Side  Effects  jn  Su3 jects  Par t I c irati nr,  m  Ppai=rtf  ip  -i-vj  cn  .  There  have  been 
37  patients  with  Grade  III  or  IV  W  toxic ily his  ient  with 

Grade  Platelet  toxicity  and  1  patient  with  Grade  III  GI  toxicity. 

Conclusions:  _ .  I  !  !  — —  — 

- —  Too  early  for  conclusions. 


Publications  or  Abstracts.  FY-82:  „ 

None 

TECHNICAL  APPROACH:  Patients  must  have  documented  primary  Stage  III,  primary 
Stage  IV  recurrent  or  residual  endometrial  adenocarcinoma,  adenocanthoma,  or  adeno¬ 
squamous  carcinoma.  Those  patients  with  positive  cytology  as  evidence  of  spread 
are  eligible  as  non-measurable  disease  cases.  Those  patients  with  prior  hormonal 
therapy  will  be  entered  directly.  Those  patients  with  prior  hormonal  therapy  will  be 
entered  directly.  Those  patients  with  no  prior  hormonal  therapy  will  receive  Provera, 
50  mg  tid  until  progression  of  disease. 

PROGRESS  DURING  FY-82  95  of  these  have  non-measurable  disease,  3  had  complete 

response,  7  had  partial  response,  40  had  stable  disease  and  30  had  increasing 
disease. 
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Date:  9  Oct  82 

Work  Knit  4172 

Status;  Interu-i  x*  Fi 

ry.L 

Starting  Date:  3 

.  Jan  80 

Date  of  1 

Completion:  /unknown 

Key  Words:  Dextran;  adhesions 

Title  cf  Project:  Efficacy  of  32%  Dextran  70  in  the  Prevention  of  Adhesions 

Following  Tubal  Surgery 


Principal  IhvestigatorCs):  Thomas  A.  Klein,  COL,  MC 


Associate  IiivestigatorCs): 


Facility:  V.’RA'TC 

Dept/Svc:  ob-gyn/gyn 

Endocrinology  Infert.  Service 

Accumulative  i'EDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Sjpply  Cost: 

NA 

FY-83  rEBCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of 
Annual  ! 

Committee  Approval  Of 

Progress  Report  FEB  2  5  lQfn 

Study  Objective:  to  establish  the  efficacy  (or  lack  thereof)  of  32  %  Dextran  70 
in  the  prevention  of  pelvic  adhesions  following  tubal  surgery. 


technical  Approach :  Randomized  double-bling  placebo-controlled  protocol  m  which 
a  solution  of  drug  or  placebo  is  poured  into  the  abdominal  cavity  prior  to 

closure,  "Second-look"  laparoscopy  to  assess  results. _ 

Progress  During  FY-82:  No  patients  were  enrolled  due  to  unwillingness  ot  patients 
to  undergo  second-look  laparoscopy.  Recruitment  efforts  will  continue. 

fitf-SeR  OF  S(J3JECTS  STUDIED:  ' 

FY-82 :  None  Total  (to  date):  None _  Before  Completion  of  Study:  ^ 

SeriousAIitexfccted  Side  Effects  in  Subjects  Participating  in  ProjectQf  ions  so  state): 

None _ _ _ ■  _ _ 

Conclusions: 

None 


Publications  or  Abstracts.  FY-82: 


None 


461 


Date:  19  Nov  81 


Uork  Unit  ffo. :  4174 


Status;  Inter iw 


L&UL 


Starti.vj  Date:  NA  _  Path  of  Completion:  NA 


Key  toas: _ _ _ _ _ 

Title  c f  Project: 

Transplantation  of  Female  Genital  Cancer  to  Nude  Mice 


Pr i [NOPAL  Ur/ESTlGATOaCs):  C0L  Robert  C.  Park,  MC 


Associate  IhvestigatorCs):  ltc  Paul  B-  Heller.  MC 


Facility:  U3ffiC 


Accumulative  r£0CA$S  Cost: 
NA 


Dept/Svc:  ,.nB-GYN  GngiOlQgy  SvcL1 


Accumulative  Contract  Cost: 
NA 


FY-83  MECCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 


Accumulative  Supply  Cost: 
na  • 


Date  of  Committee  Approval  Op 
Annual  Progress  Report  FE8  2  5  iqfiT 


Study  OgJgCTi ve :  The  purpose  of  this  study  is  to  establish  hereotransplanted  human 

ls^rolen^feclpfors?r^an  carc^noina9  *-n  nude  athymic  mice  for  the  purpose  of  evaluating 

TECHNICAL  Approach:  Protocol  is  designed  to  establish  transplanted  human  endometrial 
and  ovarian  carcinomas  in  nude  mice  so  that  by  serial  transplantation,  adequate 
volumes  of  tumors  of  the  same  type  will  be  available  for  study.  This  particular 
Progress  Curing  FY-82:  Protocoi  wlii  nave  2  arms. 


No  patients  have  been  enetered  into  this  protocol 
flUMSER  op  Subjects  Studied;  ”  " 

FY-82j _  Total  (to  date)j _ _  Before  Completion  op  Stuuyj _ 

Sericus/Uhexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 


Co.uq.US IONS :  This  protocol  was  discontinued  because  of  failure  of  the  nude 
mouse  colony.  No  patients  were  entered  and  the  project  was  closed  until  after 
further  investigation. 


Publications  or  Abstracts.  FY-82: 
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Date:  19  Nov  81 !  VfeKK  Umit  Ko.:  417? 

Status:  Interim  F i r :as_  yy 

Starting  Date:  Date  of  1 

Com°LcTIo:i: 

Key  terns: _ 

Title  cf  Project:  _ 

Estrogen  Receptors 


in  Human  Endometrium 


PRINCIPAL  InvESTIGATORCs):  COL.  Robert  C.  Park.  MC 


Facility:  V/RA'IC 

DePT/Svc:  OB-GYN  Oncology  Service 

Accumulative  fFOCASE  Cost: 

Accumulative  Contract  Cost:  i 

Accumulative  Supply  Cost: 

NA 

NA 

NA 

FY-83  rSX^:  Contpj^Ccst:  Su=plyn£ost: 

Date  of  Committee  /approval  Of 

Annual  Progress  Report  FEB  2  5  1Q81 

1 _ ... 

Study  Objective;  The  purpose  of  this  study  is  to  determine  if  there  are  profiles  of 
estrogen  receptors,  cytoscol  and/or  nuclear,  that  can  be  correlated  with  various 
h ideologic -yattsw -af-huaaa  andomatriunu-- — - - - - 

TECHiV CAL  APPROACH:  Determine  the  estrogen  receptor  concentrations  in  normal  prolifera¬ 
tive  and  secretory  endometrium  obtained  from  the  same  and  different  individuals  at 
various  times  during  the  ovulatory  cycle:  determine  the  estrogen  receptor  concen- 


Progseos  Curing  FY-82 


No  patients  have 
been  entered  intol 
f'uMaka  §r  $ 


trations  associate  with  benign  pathologic  tissue  patterns;  determin 
the  estrogen  receptor  concentrations  associated  with  the  pre- 
malignant  endometrial  histologic  patterns  of  atypical  adenomatous 

hyperplasia  and  carcinoma  insitu. 


FY-82: 


iTUDIED: 

Total  (to  date) 


Before  Completion  of  Study: 


SeRIOUS/UnEXPECTED  StDE  EFFECTS  IN  S'J3JECTS  PARTICIPATING  IN  PiTOJECTOf  NONE  SO  STATE): 


Conclusions: 


Publications  or  Abstracts.  FY-82: 
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an 


i 


Date  19  Nov  82 
Starting  Date: 


l.'gy  Cnit  tia .  :4 1 7  6 
1  Mav  81 _ 


_ Status:  lure  rim  xx 

Date  of  Coy  let  i  oh:  igaa 


Final 


Key  Words:  Statue  IB  Cervix,  Radical  hysterectomy,  node  positivity,  radiation  therapy 

Title  CF  Project:  versus  no  radiation  therapy. 

r  ‘  “  A  Surgical  Pathologic  Study  of  Women  with  Invasive  Carcinoma  of  the 
cervix,  Stage  IB  and  Randomily  Assigned  Radiation  Therapy  versus  no  further  therapy 
in  selected  patients  GuC  # 4  9 

Principal  Investigator's) :  COL  Robert  C.  Park.  MC _ 


see  Belo#* 


MSdouiAit  i rived i  .  - - -  - >  —  . -  - 

Fath  tty:  VRATC  Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  fEOCASE  Cost: 

NA 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ UA _  NA' 

FY-83  r'£CCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  IQftT 

Study  Objective:  To  determine  by  observation  of  the  5-year  survival  and  disease-free 
interval ,  the  validity  of  current  FIGO  staging  to  the  histopathologic  prognostic 
factors  of  gjifr  ftf  — lasstisa-af  laaioa,  dapth-of  invasion  nf  tumor  millimeters 

ITtWH trip adg ,  growth  pattern  and  site  and  number  of  positive  lymph  nodes  in 
Stage  IB  carcinoma  of  the  cervix.  To  determine  if  radiatr'on  therapy  will  improve 

atients^ave^een  asse? '  "  to  the  protocol  from 
evaluable.  Walter  Reed  has  accessed  10  patients. 


Qiirvi val _ nf  selected  .patients  ,wi 

Progress  Riaira  FY-S2:  To' date  33^1 
the  entire  GOG  ot  which  218  are 


Hui-ser  of  Subjects  Studied:  oe„  .  _  . , 

250-400  patients  annually 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Studyj _ 

SSRIOUS/UflEXPECTED  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PR0JECT(iF  HONE  SO  STATE):  There  have 
been  4  patients  with  Grade  III,  or  IV  hematologic  toxicity.  There  have  been  2  patients 

Sith-Grade  TIt-or  IV  GI  toxicity.  ■'Fhere  have  been- 1  patient  with  Grade  III  carcio- 
yiCLU 3 1 0’VS va s c u  1  ar  toxicity. 

Too  early  for  conclusions. 


Publications  or  Abstracts.  FY-82: 

None 

TECHNICAL  APPROACH:  Eligible  patients  with  invasive  carcinoma  of  the  cervix,  Stage  IB 
treated  by  radical  hysterectomy  plus  pelvic  and  para-aortic  node  dissection  will  be 
eligible  if  after  examination  of  the  tissue  pathologically  3  or  less  positive  nodes 
are  found  unilaterally.  These  patients  will  be  randomized  to  receive  radiotherapy  to  t 
pelvis  versus  no  radiotherapy.  The  total  dose  will  be  5000  rads  to  the  pelvis. 


[ 
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0 


Total 


Hematol ogi c 

GU 

200 

G I 

211 

Pul monary 

217 

Fever 

208 

Cardi ovascul ar 

216 

Cutaneous 

217 

Date:19  Nov  82  tl^i t  ftp. :  A177 


Status:  IuTEimi  X  X  fi:a!_ 


Start  i, -us  Date:  ?  n, ?t.  TQ«n _ Date  of  CggLcTioN:  i  qr^  _ 

Key  te«3S:  Ovarian  sarcoma,  Adriamycin.  postoperative  therapy. _ 

Title  CF  Project:  a  Study  of  Adriamycin  as  postoperative  therapy  for  Ovarian  sarcoma, 
Primary  or  recurrent,  with  no  prior  chemotherapy.  GOG  #50 


Principal  Invest  lc-AToa(s):  COL  Robert  C.  Park,  MC 


Associate  IhvestioatosCs):  ltc  Paul  B.  Heller,  mc 


Facility:  MR A‘'!C 

_J 

Dept/Svc:  OB-GYN/GYN  Oncoloev  Service 

Accumulative  HEOCASE  Cost: 

NA 

Accumulative  Ccutract  Cost: 

NA 

Accumulative  Supply  Cost: 

-NA 

FY-83  FEECASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of 
A.nnual  ! 

Committee  Approval  Of. 
Progress  Report  Feb  2  5  79^1 

— 

StuOY  Objective:  To  evaluate  the  efficacy  of  Adriamycin  in  treatment  of  ovarian  sarcomas 
primary  or  recurrent  to  restore  controls.  To  accumulate  additional  surgical  patho¬ 
logical  data  relevant  "to  war  i an  sarcomas. - — — 

technical  Approach:  patients  with  ovarian  sarcoma,  Stage  I-IV,  primary  or  recurrent, 

measurable  or  non-measurable ,  with  nor  prior  chemotherapy  will  be  eligible  for  the 

■protocol - Lapamtnmy  if  anrgiraUy  indirafad  will  be  performed.  The  patient  will 

See  below  **  ftWfigfcrefelWS  fifejliamvc  in  75  mg/M2  every  3  weeks  to  a  maximum  cumulative  dose  of  550 
rag/M2  or  until  progression  or  adverse  effects  prohibit  further  therapy.  Second  lool 
laparotomy  will  be  performed  if  there  is  complete  response  or  detectable  disease 
gtwHER  of  Subjects  Studied:  thought  to  be  resectable. 

FY-&8  "fe  tfSVihl: _  BEFCE  CCMPLETIO.'!  0.=  W 

Serious/Unsxrscted  Side  Effects  iri  Subjects  Participatiiis  in  Projector  so  state):  there  have 

been  3  Grade  IV  granulocytoxicity,  1  Grade  IV  alapecia,  1  Grade  III  mucocytes 
Conclusions:  and  1  Grade  III  cardiac  toxicity  noted.  '  ~ — 

Too  early  for  conclusions. 


Publications  or  Abstracts.  FY-82:  None 

PROGRESS  DURING  FY-82  There  have  been  21  entries  to  the  protocol  by  the  entire 
GOG.  2  patients  have  been  excluded.  Walter  Reed  has  not  entered  any  patients 
to  this  protocol. 
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Date:  19  Nov  82  Way  Unit  Ka. :  4178 
Starting  Date:  Jan  1981 _ 


_ 1  Status:  Interim  xx  Firm., 

Date  of  CaytETiOH: _ 1984 


Key  t«0R3S: _ Hydatidiform  Mole,  Hormonal  Contraception _ 

Title  cf  Project:  Hormonal  Contraception  and  Trophoblastic  Sequelae  after 
Hydatidiform  Mole,  Phase  III  GOG  i!'j5 


Principal  I ir/EST t C-ATOS ( s ) : _ COL  Robert  C.  Park,  MC 


Associate  IuvestigatorCs): _ LTC  Paul  B.  Heller,  MC 


JUVCO*  JUWJU.tVO/  . 

Facility:  HRAKC 

Dhpt/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  rEOCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA  • 

FY-85  rUCCASh:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Da  rE  of  Committee  Approval  Of 

Annual  Progress  Report  cm  9.  s  ion 

.  J 

L. 

Study  Objective:  To  determine  whether  administration  of  estrogen/progesterone  oral 
contraceptives  following  the  evacuation  of  hydatidiform  mole  and  prior  to  its  HCG 
titer-reaching  undetectable  levels  affeeta-thc  incidence -of  tsophoblasrir  sequelae 
.  'JECHNiCAL  Approach:  requiring  chemotherapy. 


Progress  Cur i tig  FY-82:  There  have  been  39  patient  entries  from  the  entire  GOG 
with  no  exclusions. 


fitt'-SSS  OF  SU3JECTS  STUDIED; 

85/yr 

FY-82j _  Total  (to  date): _  Before  Completion  a-  Studyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  tms  so  state): 
None 


Conclusions: 


NONE 


Publications  or  Abstracts.  FY-82: 

None 

TECHNICAL  APPROACH:  AFter  mole  evacuation  the  patient  will  be  randomized  to  hormonal 
contraception  versus  mechanical  contraception.  The  patient  will  be  followed  by 
evaluation  of  the  HCG  assay.  The  patient  will  be  judged  to  have  no  sequelae 
if  the  titer  has  reached  normal  range  by  12  weeks  post  evacuation,  and  the  patient 
has  no  clinical  evidence  of  persistent  disease. 
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Date: 20  Nov  82 

Work  Unit  do.:  4179 

! Status:  Iktcriw  xx  Fen* 

Starting  Date: 

January  1981 

Date  of  1 

CCPPLETIC.N:  Uknown 

Key  VfcpJDS:  PALA  in  advanced  pelvic 

malignancies 

TlTLE  C?  Project:  a  p^ase  Trial  of  PA LA  in  patients  with  advanced  pelvic 


malignancies  GOG  #26-M 


Principal  luvgSTiCATca's?:  C0L  Robert  C.  Park,  MC 


Associate  Investigator^): 


Facility:  ViRA'IC 

Dept/Svc: _ nR-rvN/r.vi 

V  Dnrnlngy  Servi rp 

Accumulative  r£DCAS£  Cost: 
na 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of 

/'.NNUAL  1 

Committee  AppRauiir.Ofi  . 
Progress  Report  2  5  1983 

Stuoy  OBJECTIVE:  To  determine  the  efficacy  of  PALA  in  treatment  of  advanced  pelvic 
malignancies . 

TECHNICAL  approach:  Patients  with  histologically  advanced  and  recurrent  and  persistent 
metastatic  or  local  gynecologic  cancer  with  documented  disease  progression  will  be 
entered  into  this  treatment.  Patients  with  abnormal  liver  function  test  secondary  to 
Progress  Curing  FY-82:  metastatic  tumor  are  eligible  for  protocol.  This  protocol  is 
closed  to  epithelial  tumors  of  the  ovar  as  of  8  Sept  1981. 

Dumber  of  Subjects  Stuoieo:  25  patients  per  site 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Stuoy: _ 

ScRIOUS/UflEXPECTED  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECTOR  NONE  SO  STATE):  There  has  been 

one  Grade  III  WBC  toxicity,  one  Grade  III  platelet  toxicity.  There  have  been  2  Grade 
TTT  AT  .roYinfias  and -5  Grade  TJT  dpminfnl ngi r:  t-r>xi  ci  ties .  There  has  been  a  Grade 

Conclusions:  hi  mucociCes  and  Grade  III  paresthesias. 

CONCLUSION:  There  is  no  activity  with  this  drug  in  ovarian  cancer  in  previously 
treated  patients. 


Publications  or  Abstracts.  FY-82:  in  Preparation 


PROGRESS  DURING  FY-82  18  Patients  have  been  entered  into  this  protocol  to  date 
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Date :  19  Nov  83  Uoy  U-.'l  f  f.‘a. :  4130 


Status:  iKTtaiN  XX  Final 


$TARTK.i3  Ure:  26  January  1981 


Pats  OF  Cwletioh:  5  February  1982 


Kev  l.'s&is:  Tamoxifen,  advanced  endometrial  cancer 

Title  CF  Pp.OJECT:  A  Phase  II  Trial  of  Tamosifen  in  patients  with  advanced  endometrial 
cancer.  GOG  #  26-L 


Principal  IhvESTICATOrCs):  COL  Robert  C.  Park,  MC 


Associate  InvcSTigatorCs):  Heller 

Facility:  KWE 

DcPT/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  rJEDCASE  Cost: 

1  Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

NA 

NA 

NA  - 

FY-85  j*£CCAS£ :  Contract  Cost:  Supply  Cost: 

NA  NA  NA 

Date  of  Cg-yhttee  Approval  Of 

Annual  Progress  Report  F£B  2  5  1983 

1 

Study  Objective:  To  determine  the  efficacy  of  Tamoxifen  iti  patients  with  advanced 
endometrial  cancer. 

TECHNICAL  Approach:  Patients  with  histologically  advanced  and  recurrent  or  persistent 
endometrial  cancer  with  documented  disease  progression  will  be  entered  into  this 
treatment. Patients  with  performance  Grade  III  in  GOG  scale  and  eligible  for  entry. 
PROGRESS  D'JFt?r;G  FY-82:  Patients  with  abnormal  Liver  "function  test  secondary  to  metastati 
.  tumor  are  eligible  for  entry. 

See  Below _ _ _ 

flit-asa  of  Subjects  Studied:  25  patients  ~ 

FY-82: _ „  Total  (to  dats)j _ _  Before  Completion  o.-  Study; _ 

Serious/Uhexpscteo  Side  Effects  in  Subjects  Participatihg  in  PrcjectTjf  none  so  state): 

None 

Concmsio.'is: 


PUBLICATIONS  OR  ABSTRACTS.  FY-82:  None 

PROGRESS  DURING  FY-82  28  Patients  have  been  entered  into  this  protocol. 
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Date:  19  Nov  82|  Kay  Emit  Ha.:  41.81 


Status:  [nteru-i  XX  Final 


Start i:.a  Date: 


5  Feb  1981 


Date  of  Collet  ion:  1990 


TKP - 

dte  WyPS»s  CP,  Ovarian  Adenocarcinoma,  Stage  III _ _ _ 

TITLE  Cf  PfiOJ£CT:A  Phase  III  Randomized  Study  of  Cyclophosphamide  plus  Adriamycin 
plus  Platinol  (CAP)  versus  Cyclophosphamide  plus  Platinol  (CP)  in  patients  with 
optimal  Stage  TIT  Ovarian  Adenocarcinoma — GQQJL 5.2 _  ... 

PRINCIPAL  InveSTtGAToaCs):  COL  Robert  C.  Park.  MC _ 

Associate  Ihvestigator(s):  LTC  Paul  B-  Heller,  MC _ 


Facility:  URA'IC 


Accumulative  fEDCASS  Cost: 
NA 


Dept/Svc:  OB-GYN/GYN  Oncology  Service 


Accumulative  Cg:itract  Cost: 
KA 


FY-83  i-BDCASE:  Contract  Cost:  Supply  Cost: 
NA  NA  NA 


Accumulative  Supply  Cost: 

NA  . 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  pgQ  o  5  1993 


Stuov  OBJECTIVE:  To  determine  inoptimal  STage  III  adenocarcnoma  (ovarian),  if  the 
addition  of  Adriaymcin  to  Cyclophosphamide  plus  Cis-Platinum  improves 
pruKiessiun  fitre  interval, — frequency-  of  negative  second  look  laparotomy  and  survival . 

After  debulking  surgery  for  Stage  III  ovarian  adenocarcinoma,  the 
patient  if  noted  to  have  optimal  disease  less  than  1  cm.  lesion  in  any  one  area,  will 
-be— prvntr-evergr-^-wetea  F«»  a  "«■■»««  .  Afta»  ft  I'mirmc  thp  patient  will  have  2nd  look 
l£ffafo£ogylf!£f'V«pon8e  has  occurred.  If  the  patient  has  less  than  clinical  response, 


the  patient  will  be  followed.  If  there  is  less  than  complete  response,  the  patient  wi 
ha  « ff.  atmdy  and  followed  “ithar  nn  nr  nff  f-hemo therapy  as  determined  by  the  investi- 
. OF  Subjects  Stud  1  ed :  gator. 

FY-82lApprox  100/yr  Total  (to  date): 


Before  Completion  of  Study: 


be e n^ raf5e^I ? ^ ox  i  c^. ^ie~J C {{<$i iflF.  have 

cvtes  Grade  III  or  IV  toxicity  noted.  There  have  been  5  patients  with  Grade  III  GI 


CONCLUSIONS:  toxicity. 


Too  early  for  conclusions. 


Publications  or  Abstracts.  FY-82: 

None 

PROGRESS  DURING  FY-82:  There  have  been  101  patients  entered  into  the  protocol 

in  the  entire  GOG  of  which  68  are  presently  evaluable.  Walter  Reed  has  entered 
S  patients  to  the  protocol. 
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Date:  19  Nov  82  toy  Unit  No. :  4182 


Status:  Interim  XX  Fu-w. 


Starting  Date:  February  1981 _ Date  of  Collet  ion:  1988 _ 

Key  Vbaas:  Malignant  Ovarian  stromal  tumors,  VAC,  Adriatnycin _ 

Title  Cr  Project :  The  treatment  of  Women  with  malignant  tumors  of  the  ovarian  stroma 
with  combination  of  Vincristine,  Dactinomycin  and  Cyclophosphamide,  Phase  III,  and 
a  Phase  II  evaluation  of  Adrlamvcin  in  malignant  _tumors  of  theovarian  stroma  refrac 
tory  to  Primary  chemotherapy. 

Principal  I;r/£STtC-ATOa(s): _  COL  Robert  C.  Park.  MC _ 


Associate  Investigator^): 

LTC  Paul  B. 

Heller,  MC 

Facility:  liRA'IC 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  tfEDCASt  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

NA 

NA. 

FY-83  Contt^T  Cost:  Simply  Cost: 

Date  of  Committee  Approval  Of 

A.nnupl  Progress  Report  ffr  s>  5  lain 

Study  Objective:  To  evaluate  the  effectiveness  of  Vincristine,  Actinomycin  and  Cyclophos 
phamide  in  the  treatment  of  malignant  tumors  of  the  ovarian  stroma.  To  confirm  comple 
nessof  response  to  VAC  treatment  with-  restating  laparotomy.  To -evaluate  the  response 
patients  who  fail  on  primary  treatment  with  VAC. 


PROGRESS  During  FY-82:  There  have  been  6  entries  to  this  protocol  from  the  entire 
GOG.  No  entries  from  Walter  Reed  at  present. 

flUKScR  OF  StJ3JcCTS  STUDIED: 

FY-82: _  Total  (to  dats)j _ _  Before  Completion  of  Studyj _ 

S£RlOU5/tec?ECTED  SlOE  EFFECTS  IN  SuSJECTS  PARTICIPATING  IN  PiTOJECTCiF  NONE  SO  STATE): 

None  of  note 

Conclusions:  Too  early  for  conclusions 


Publications  or  Abstracts.  FY-82:  None 

TECHNICAL  APPROACH:  Patients  with  Stage  II,  III,  IV  and  recurrent  disease  completely 
resected  would  be  eligible.  Patients  will  receive  3  cycles  of  VAC.  If  there  is  progre¬ 
ssion  Che  patient  will  be  placed  on  Adriamycin.  If  there  is  response  the  patient  will 
continue  with  VAC  for  a  total  of  10  cycles.  Complete  partial  response  or  resectable 
disease  will  be  treated  by  restaging  laparotomy.  If  there  is  progression  at  10  course? 
Adriamycin  will  be  instituted.  If  there  is  residual  disease  at  restaging  laparotomy, 
Adriamycin  will  be  instituted.  Patients  with  prior  concominent  endometiral  carcinoma 
will  be  permitted  in  the  study.  An  additional  objective  has  been  added  to  learn 
more  about  hormonal  effects  and  stromal  tumors.  (24  July  1981) 
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9Difigy  82 _  toy  Unit  Ho.  :  ^i83 _ Siatiis: 

Start ilg  Date:  february  1981 _ Pate  of  Collet iom 

~  Radiation  Enhancers,  radiation  therapy 


_ SiATUS :  Interim  ^  F i ; :al 

Pate  of  Completion:  J-986 


~  *  Radiation  Enhancers,  radiation  therapy,-  stage  IIB,  m  and  iVA  cervical 

JCey. ViORDS; _ carcinoma.,-- negative  para--aor-tic  nodes. - 

Title  CF  Project:  A  Randomized  Comparison  of  Hydroxyurea  versus  Misonidazole  as  an 
adjunct  to  Radiation  therapy  in  patients  with  Stages  IIB,  III  and  IVA  CArcinoma  of 


PRINCIPAL  IhvESTIOATOrCs):  COL  Robert  C.  Park,  MC 
Associate  Iiwestigator(s):  LTC  Paul  B.  Heller,  mc 


Facility:  KRA'IC 


DePT/Svc:  OB-GYN/GYM  Oncology  Service 


Accumulative  FEDCASS  Cost:  Acc^jlative  Contract  Cost:  j  Accusul^ive  Supply  Cost: 


FY-83  F^ASE:  Contrac^Cost:  Sup^l^Cost: 


Date  of  Committee  approval  Op 
Annual  Progress  Report  ffr  2 


St'JOY  OsJcCTivE:  to  determine  whether  Hydroxyurea  or  Misonidazole  is  superior  as  a 
potentiator  of  radiation  therapy  in  advanced  cervical  cancer. 

TECHNICAL  Approach:  Patients  with  Stage  IIB,  III  and  IVA  cervical  carcinoma  confined  to 
the  pelvis  who  have  noninvasive  staging  by  CAT  scan,  sonography  or  lymphangiogram. 
Histological  evaluation  of  nodes  will  either  be  done  by  surgical  staging  or  percutane 
»PlWSfc*stfiiBPfSrFY-^gFient3  with  negative  nodes  will  have  randomization  CO  either 
Misonidazole  and  pelvic  radiation  therapy  of  Hydroxyurea  and  pelvic  radiation  therapy 


fiutt3Eft  OF  SUBJECTS  STUDIED:  Approximately  55/yr 

FY-82: _  Total  (to  date): 


Before  Completion  of  Study: 


ScRIOOS/UflEXPECTEO  SfDE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PiTOJECTCiF  NONE  SO  STAT<=):  There  has  been 
one  Grade  III  and  one  Grade  IV  toxicity. 

Conclusions: 

Too  early  for  conclusions 


Publications  or  Abstracts.  FY-82:  None 

PROGRESS  DURING  FY-82:  30  Patients  have  been  entered  into  the  protocol  from  the 

entire  GOG. 
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Pats 1 9  Nov  81  Work  LVnt  No. :  4185 _ iSrATUs:  Ikterih  XX  Firm. _ 

Starving  Date:  1981  Date  0?  Collet  ion:  1986 


Key  Words:  Cervical  cancer,  positive  para-aortic  nodes,  adjuvant  chemotherapy 

Title  CF  Project:  Adjuvant  Chemotherapy  for  Cervical  Cancer  with  Para— aortic  lymph 
Node  Disease 


Principal  Invest  tc-AToa(s?: 


Assoc  [Ait  IfivesTiGAToa(s) 


Facility:  VRPfiC 


COL  Robert  C.  Park,  MC 
LTC  Paul  B.  Heller,  MC 


Dept/Svc:  OB-GYN  Oncology  Svc 


Accumulative  fEOCASE  Cost:  AccutuuTtvg  Contract  Cost:  Accumulative  Sjpply  Cost: 


Pi -83  KECCASE:  Contract  Cost:  Supply  Cost: 


NA  ' 


Date  of  Committee  Approval  0 
Annual  Progress  Repost 


Study  Objective:  To  determine  the  efficacy  of  chemotherapy  in  the  overall  sruvival  of 
FIGO  stage  IIB  and  IIIB  cervical  cancer  patients  with  positive  para-a9rtic  nodes.  To 
Hp.fffnninp  colony  forming  assay  of  cervical  cancer  stem  cells  ana  prediction  of 

TEchm-cal  Approach:  results  in  the  status  of  para-aortic  nodes. 

Biopsy  proven  cervical  cancer  stages  IIB  &  IIIB  will  be  verified.  Para-aortic  lymph 
node  involvement  will  be  verified  by  surgical  staging.  Patients  with  positive  lymph 
Progress  During  FY-82:  nodes  will  have  pelvic  radiation  with  adjuvant  chemotherapy  to 

include  Cis-Platinum,  Mitamicence  and  Bleomycin.  Those  with  negativ 
See  below  pelvic  nodes  will  not  be  on  protocol. 


ftiMaea  of  Subjects  Studied:  25 

FY-82j _  Total  (to  date)j_ _  Before  Completion  of  Studyj _ 


Serious/Upisxpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 
None 


Publications  or  Abstracts.  FY-82: 
None 


PROGRESS  DURING  PY-8X  A  total  of  1  patients  have  been  eligible  for  staging  laparotomy 
Only  two  of  these  patients  have  been  entered  to  protocol  because  of  node  positivity. 
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Date:  9  Nov  82 


Ugy  liuiT  No. :  4186 


Status:  I  nterih  XX  Fit  yj_ 


Start k.'o  Date:  May  1981 


Date  of  Completion:  1987 


Key  Words:  Poor  prognosis  GTD,  MAC,  Bagshawe  Protocol _ 

Title  CF  Project:  A  Randomized  Comparison  of  Multiple  Agent  Chemotherapy  with 
Methotrexate,  Actinomycin-D,  and  Chlorambucil  versus  the  Modified  Bagshawe  Protocol 
in  the  Treatment  of  "Poor  Prognosis"  Metastatic  Gestational  Trophoblastic  Disease 
GOG  #57. 

Principal  IfiVESTlC-ATCRCs?:  COL  Robert  C.  Park,  MC _ _ 

Associate  IhvestigatorCs):  ltc  Paul  B.  Heller 


Facility:  VRAMC 

Dept/Svc: 

OB-GYN/GYN  Oncology  Service 

Accumulative  fcDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

& 

Accumulative  Supply  Cost: 

NA 

FY-83  iHj jjASE:  Contract  Cost:  Supply  ^st: 

Date  of  Ccwwttee  approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

1  ,  . 

Protocol  in  patients  with  poor  prognosis  metastatic  gestational  trophoblastic  disease 
Tft  rnmpare  the  ef f ec r i veneaa  and  toxicity  of  the  modified  Bagshawe  Protocol  with 
TECHNiCAL  Approach:  Standard  triple  agent  chemotherapy  (MAC) 

See  Below 


P:  PRESS  During  FY~S? :  3  patients  have  been  entered  into  the  protocol  to  date  from 
the  entire  GOG.  None  have  been  entered  from  Walter  Reed. 

****  °F  Su3JEcn  STUD,ED:  12-20  annually  ~ " 

FY-82j _  Total  (to  date)j _ Before  Completion  of  Studyj _ 

Serious/Uhsxpecteo  Side  Effects  in  Susjicts  Participating  in  Project! if  none  so  state): 

None  of  note 

Conclusions: 

Too  early  for  conclusions. 


Publications  or  Abstracts.  FY-82:  None 

TECHNICAL  APPROACH:  Metastatic  gestational  trophoblastic  disease  will  be  randomized  t 
MAC  versus  modified  Bagshawe  Protocol.  Patients  with  brain  and  liver  metastases 
will  receive  respective  radiation  to  these  areas.  The  patients  will  be  followed  with 
Beta  subunit  HCG  titers.  Patients  will  continue  as  long  as  the  Beta  HCG  is  decreasing 
at  an  appropriate  rate. 
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Date:  19  Nov  82  Way  Unit  Wo.:  4187  i 

Status  :  ! hu  r  i  H  xx  Fi  iv. l 

Start K.3  Date:  8  September  1981  Date  of  1 

COMPLETION:  Unknown 

Key  Words:  DAHAD,  Advanced  pelvic  malignancies 

Title  CF  PROJECT :  A  Phase  II  Trial  of  Dihydroxyanthracenedione  ((DHAD)  in 

GOG  #26-N 


Principal  I’tVF.STfC-ATOR's):  COL  Robert  C-Park,  MC 


ASSOCIATE  Ilt!V'£ST[GAT03(s? : 

Facility^  tRAKC _ 

Acojkulative  rEDCASE.  Cost: 

NA 


Heller 


I  Dept/Svc:  OB-GYN/GYN 
Accumulative  Contract  Cost: 


Oncology  Service 
Accumulative  Sjpply  Cost: 


NA 


N  A 


FY-83  fJECCASE:  Contract  Cost:  Supply  Cost:  Date  of  Cg'WTTEE  Approval  Of 

NA  na  na  Annual  Progress  Report  FEB  2  5  iorr 

SrjQY  03JECT1VE:  Determine  the  efficacy  of  chemotherapeutic  agents  in  patients  whose 
advanced  malignancies  have  been  eresistant  to  higher  priority  methods  of  treatment. 


TECHNICAL  Approach;  Patients  who  respond  or  demonstrate  stable  disease  will  continue  to 
receive  the  agent  until  progression  has  occured.  The  minimum  treatment  period  will 
be  one  cycle  with  survival  measured  to  the  beginning  of  the  next  cycle. 

See  below  ** { FY-82:  Cardiac  monotoring  is  required  before  each  course  of  the  AJD 
in  patients  previously  treated  to  a  total  dose  of  350  mg/M2  of  Doxorubicin. 


flUKScft  OF  Sj3JECTS  SiUDlED:  25  per  disease  site 

FY-82j _  Total  (to  DATsh _ _  Before  Completion  of  Study: 

SeriousAImex^ected  Side  Effects  in  Su3jects  Participating  in  ProjectCif  non=  so  statO- 
None  or  note, 

Conclusions:  Too  Early  "" 


Publications  or  Abstracts.  FY-82:  None 


PROGRESS  DURING  FY-82-  A  total  of  10  patients  in  the  entire  GOG  have  been  entered 
into  this  protocol. 
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Status:  Interim  XX  Fi::a* 


r 


Date:  19  Nov  8}  fay  faT  f;0. ;  4188 


Start u.u  Date:  June  1981 _ Date  of  Ccm eticu:  1985  _ 

Key  U3P.DS:  Cytoplasmic  Proge sterone  and  Estradiol  Receptors,  Endometrial  Adenoc arc inoxn 

Title  cf  Project:  a  study  of  cytoplasmic  progesterone  and  estradiol  receptors  as 
Markers  of  Progestin  Endometrial  Adenocarcinomas  GO G  #58 


Principal  Investigator's):  col  Robert  C.  Park,  MC 


Associate  Ihvestigator(s):  ltc  Paul  B-  Heller,  mc 


Facility:  NRA'-IC 

Dept/Svc: 

OB-GYN/GYN  Oncology  Service 

Accumulative  riEDCASE  Cost: 

NA 

Accumulative  Contract  Cost*. 

NA 

Accum'Jlat i vs  Supply  Cost*. 

N  A. 

FY-83  r£C^£:  Cont^t  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FFR  9.  s  ioo-j 

-  -  - - - - - - - 

-  -  -  -1  . 

1 

Study  OsjcCTIV'E:  To  determine  if  Cytoplasmic  Progesterone  and/or  Estradiol  receptors 
can  identify  progestin  response  in  recurrent  or  advanced  endometrial  adenocarcinoma. 

TJ-iffll: fcwoAC h :  Tissue  obtained  by  excisional  biopsy  depending  upon  amount  of  tissue 
available  for  studies  progesterone  and  estradiol  receptors  vill  be  performed  on 

Jiar.ioiia  .priori  ri  p«i  aa  doarrihpd  by  the  protocol. _ _ _ 

Progress  Gurinc  FY-82:  12  Patients  have  been  entered  into  the  study  from  the  entire 

GOG.  None  have  been  entered  from  Walter  Reed. 


Humber  of  Subjects  Studied:  60/per  year 

FT~82j_ _  Total  (to  date): _ _  Before  Completion  of  Studyj _ 

ScRIOUS/llfl  EXPECTED  SlDE  EFFECTS  III  SUBJECTS  PARTICIPATING  III  PrOJSCTCiF  NONE  SO  STATE): 
None  of  note 


Conclusions: 

None 


Publications  or  Abstracts.  FY-S2: 
None 
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I'Ml 


Date:  19  Nov  82 1  l.'gy  livrr  fa. :  4189 
Start i :.a  Date:  na _ 


_ I  Status:’  Interih 

Date  of  Cof»LE tiom:  na 


Ffw*.  XX 


Key  Words: _ _ _ ’  _ 

Title  CF  Project:  A  Randomized  double  blind  clinical  trial  evaluating  cholestyramine 
prophylaxis  for  radiation  induced  diarrhea  (Phase  II)  GOG  #53 


Principal  Ifft'EsnOATQa(s):  COL  Robert  C.  Park.  MC 


Associate  Investigators): 

LTC 

Paul  B.  Heller,  MC 

Facility:  M 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  iEDCASS  Cost: 

1  Accumulative  Contract  Cost: 

f"  Accumulative  Supply  Cost: 

NA 

NA 

!  NA- 

FY-83  HECCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

M  na  NA  Annual  Progress  Report  FEti  2  5  mn 


Stuoy  Objective:  Assess  the  therapeutic  effectiveness  of  cholestyramine  administered 
prophylactically  to  patients  during  pelvic  irradiation.  The  effectiveness  of  cholesty 
ran i 1 1 e * vi  il  1  be  mnwroi — in  a  randomized  double-blind  study — in-  which  radiotherapy  plus 
Will  be  compared  with  radiotherapy  plus  placebo. 

See  below 


PROGRESS  During  FY-82 :  This  protocol  has  been  withdrawn.  The  protocol  was  never 
implemated . 

KumscR  of  Subjects  Studied: 

FY-82j _  Total  (to  date): _  Before  Completion  of  Studyj _ 

Serious/Uhexpected  Side  Effects  hi  Subjects  Participating  in  Project(if  hone  so  state): 


Conclus  rofis : 


Publications  or  Abstracts.  FY-82: 


TECHNICAL  APPROACH:  The  effectiveness  of  cholestryamine  in  preventing  radiation- 
induced  diarrhea  will  be  determined  in  a  clinical  trial  in  which  patients  who  are  to 
undergo  pelvic  irradiation  for  malignancy  will  be  randomized  in  a  double-blind 
fashion  to  receive  either  prophylactic  oral  cholestyramine  during  radiotherapy  or  oni 
placebo. 
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Date:  19  Nov  82!  to*  folTffa.:  4190 


Status:  Interim  XX _ Pika*. 


Start K.S  Date:  9  February  1982 


Date  of  Cchpi.etion: 


Key  tops:  Advanced  Ovarian  adenocarcinoma,  CAP  versus  CAP  BCG _ 

TITLE  CF  Project:  a  Phase  II  Randomized  Study  of  Doxorubin  plus  cyclophosphamide 
plus  Cisplatinum  versus  Doxorubicin  plus  cyclophosphamide  plus  Cisplatinum  BCG  in 
pfianf.  tj-ii-h  AHiranroH  Rnhnpf -i ma  1 _ Qvar  i.an- Adpnnr.arc inoma — G,QG  #6Q _ 


Principal  Investigator's): 


COL  Robert  C.  Park,  MC 


Associate  ImvestigatorCs): 


LTC  Paul  B.  Heller,  MC 


Facility:  WVtfC 

Dept/Svc:  OB-GYN/GYN  Oncology  Service 

Accumulative  fHOCASE  Cost: 
na 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

N  A 

FY-83  r£[^SE:  Conner  Cost:  Supp^Cost: 

Date  of  Committee  Appsimi  Oe 

Annual  Progress  Report  TEB  2  5  1983 

StuoY  Objective:  To  determine  if  the  addition  of  BCG  to  Doxorubicin  plus  cyclophosphamid 
plus  Cisplatinum  improves  remission  rate,  remission  duration,  or  survival  in  sub- 

Qjtimtri  3taue~III~  and— IV  ovarian  adenocarcinoma  r--T«-  determine  the  frequency  and 

technical  Approach: 


SEE  BELOW 


duration  of  true  complete  remission  using  these  regimens  as  judged 
at  2nd  look  laparotomy. 


Progress  Curing  FY-82:  36  Patients  have  been  entered  into  this  protocol  trom  the  entire 

gog"! 


Ru.'Sea  of  Subjects  Studied:  150/per  year 

FY-82j _  Total  (to  date)^ _ Before  Completion  a-  Stuoyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project(if  kons  so  state): 
None  of  note 

Conclusions:  ~~ 

None 


l 

I 


Publications  or  Abstracts.  FY-82: 

None 

TECHNICAL  APPROACH:  To  determine  if  the  addition  of  BCG  improves  the  results  of 
treatment.  The  total  duration  will  be  8  courses.  AFter  that  treatment  will  be 
stopped.  At  the  completion  of  8  courses  of  treatment,  the  physician  may  not  be 
able  to  detect  any  left  over  cancer  by  routine  exam.  The  physician  will  propose 
surgery  to  determine  the  completeness  of  the  response  to  chemotherapy  or  to 
provide  removal  of  residual  cancer. 
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Date:  1/24/83 


STARTING  Hat?:  21  Sept  1981  Date  of  Ovh.cTipn: _ 


Key  IIords:  _ _ _ 


Title  cf  Project:  the  relationship  between  ovarian  steroidogenic 

ENZYME  ACTIVITIES  AND  OVULATION. 


Principal  I?r.'F.snCATOa(s>:  Munabi,  A. _ 


Associate  IwesTiGAToats) :  Kleln  ’ 


Stuoy  OBJECTIVE:  To  determine  if  follicular  estrogen  production 

can  regulate  ovarian  thecal  androgen  production  by  modulating 

s-t  a  r  o-t  d  b-losyntha-fci-q — anayaaa. - - - — — 

TECHNICAL  Approach:  Measurement  of  steroid  biosynthetic  enzymes  in 
human  ovarian  tissue,  correlation  with  in traf ollicular  E^  levels 

pRCSSE S3  Du?. if  10  FY-S2:  Technical  problems  have  been  encountered  in 

tissue  enzyme  measurement. 


flu-sea  of  Subjects  Studied: 
2 

rw  <vr  *•  T. 


FY-82: 


Total  (to  date): 


Before  Completion  of  Study:  100 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 
None _ _ _  ■  _ 

Conclusions:  Efforts  are  underway  to  resolve  problems  above.  N 

further  patient  accrual  at  present. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Mar  8t|  S'  IA:  i  :  Alva  |  SfAiil'j;  Jj.i; TIM  x\  f  iMX. 

Siav  i  H'.fH:  2  November  1081  I.V.ir  Ox--! ; i  ic>:i:  April  3  9  o'J 

.  v  .  . .  Sfluni’-Mis  C"rv  i  ca  1  C.-.nvr  ,  Mr  t  a;- 1  ■<  t  i  c  to  co -non  iliac  .in.!  para  aortic 

•  '  :  ”  -  - . .  . -  -  - node:.. 

lliit.  CV  [V.OJ..I.I :  Kxt.-nded  field  Rad  '  at  ion  Therapy  and  11yd l  u;:yur<  a 

lollo'./e.d  hy  random' r.'-'d  c  r  1  non  of  C  i 1’  1  a  I  >  nun  or  no  further  therapy  in  patio 
v-t  I  ii  cor  v  L>;aL£'[' i  t ' .  -  .1 1  C':r-.  j  vx:.taxitnt.>.<:  Lo_hi  ;dj.  .  eo:e  ion  Jli/U:  _«  nd/;,i  par 

aort  ic  no MO'J  1’roiecol  £99 

P.TWhv:  KU15KU' T  C  I’ARK  ,  MO  _C03,  ,  MC  _ 

A^crrpu-  ;(*;):  1’Alll.  B.  HIXU'.li .  Mil.  LTV.,  MC  lli.ru  Adve.ni,  MA 

_Fac it. i jr Vv!{: _  ,  ...  J . OH-flYM/GYM^icolooy 

AcawxAfivi  fr.liX't  Ccr.r:  /.caws mv?.  Cc:.xt.vr  f vac  Aca-.,1;.  .vnv-  S-.k-lv  Cost: 

N/A  M/A  M/A 


I.V.lf  (:-■  fer-i  ;  I  irri:  April  19oV 


FY-&5  f;  Coxxcv  O-vr:  <av..v  Cost: 

:;M  m/a  k/a 


i-,1  ox  Cc-Vhii:-'  BOX/:,  G, 

ss  fo-pc.tr 


SitiiV  t! :  1 -C.t ! V:  :  To  undo  r  s  t  •>  nd  s  i  p,n  i  l  i  c.'.ncc  r>  i  sur  r,  i  cal  and  pa  t  ;nd  c,-,  i  c  1  at  tor:: 

in',  o.  Jv  ■'■;!  in  rtapin;:  ccv\  leal  cancer.  To  undci  r.l  and  ad.ii.tion  of  c!i.  therapy  in 
can-  r  ...with.  X' 'Ai  t Tve  no  1  .  _  _  _  . . ..  _ 

Tift  :,7  I :  IV.  (  i  oats  v  j  th  to.  pi  at  tout;  coll  cancer  o!  the  core  i  ’•  ith  pos  i  t 

liijli  for  .."i.  or  piia-aerl  if  no  b  r  \/.i  1  1  lec.eive  pelvic  and  pev.t-eort  i  c  i  rrnd  j  a  t  i  on 
therapy  plus  I'yd  roxyurea  .  They  ’-'Hi  he  then  raiulor  ■  i  ;;ed  to  adjuv.-nt  (M  x-p]  at  i  nut:: 
p.x,  f  Y  p;  u«»  ierlb.  r  therapy. 

There  have  been  Mb  pal  ient.s  entered  into  the  pr'i'ocol  .  hone  have  been  enti  led 
friv>  1  I  I  er  Itecd ._  _  _  _  _ _ 

iiu, SxBxis  Siujioj:  «. 


FY-SX 


Tot  At.  (to  u-vf.);  ?(‘  Lr>«?  Cn.-vt riC‘!  ox  Sic  tv:  20"2j 


S.  r'if.usA!:::->M5CTi  ft  Si  a-  uK-err.  in  S'.njxi:.  [’A'.iTci.An.Vj  it!  f’.toj  ci  ( i avt  m  tx'.rt): 

Nolle 

i  •  •  Mono 


FTj  ilicajtg.;'.  or;  Aftsiif/vri's.  FY  82: 


l\  ( 


JUu.:  ?  [.  !'  t\‘a.:  AiO  l.  _  }  Sr,.rrr;:'  Iucp.M  vv  f  .:;-* 

Sr-V:  V « '  ■  t  ’>  Dor.  1  9H1  fi.M;  f..  ff-i| ;  I  !•!:(:  bero -ber  1  ‘j  H  7 

V«.y  t5rv.ji-  Sr  Xiid  li  II. >  C  i  T]  at  I  :,um  ,  Cyto-o  v  e rsns  He;:  r::.’  tli  alr.it: !  :nin 
Tnu  r  '  fp-’iT-  '  '  l(  r  pus  i  t  i  vc  second  lnoh,  ovar  i  an  cancer  . 

Phase  ill  Kandoi  *  i  sod  Study  of  Cis-Plat  inu>;>  j>1  us:  Cycl  ophosphaii’i  <U:  vcrsif.  lie  :<nreth. ;1  •- 
_  nr;  la;  :i  no  alter  r  »conl  1 1  >■-  b  si:r;;iry  i  ii_  no  a  -no  is  e  rah  1  st, •!'•(•  ill  6.  IV  ov;,r  i  an  «.i  Jc-no- 
cjvc  iivn.i.i ,  partially  i  es  pin  ;i  ve  to  pm  Lo.ir  lVj;  i  wens  coat,  a  i  n  i  .v;  Ci  Plat  i_  n  ■  :.n  i 

-Pr.1  v^-  i  .‘0;’  - .  I  •:  *a' '  ;i  r '> 10  ’  V  ? '  :  V PARK  ,  (’01.  ,  MG  .  _  _ Cycl  op!  os-  laqi^c.  (JOG 

f  t  /  >  1>.’  III  r,  la  i  I  r  ■  1  >  ■  ?.<<•  J’roi.ocol  j  •  O  l 

Asset, i a i If !*.v:s no  a  i  a  :(*) :  '  1  - 1  ■ ! ■ 1  '  ■  *•" 


Fa*:il!VV:  K.i’r'.C 


'f/.>VC_:  _  OttvXTCS /ii.'i7izQn>;.o l  >;;y 


/iceuwrt.AT (Vc  rP.OUVoi:  Cot; t  r  Avcut;1  Ai’tv.i  Cc;:<;:a-~t  Cost:  Aco  V‘  .vi  iVv  Su-veY  ( n  ;t ; 

N/A  K/A  K / A . 


FY-8:>  iv  iJCASE:  Com  tPACf  Co;i ;  SV.v.y  Co:>i ; 

K/A  K/A  K/A 


il-tO-.  or  Cc-Pii  n  0.-' 

/-•«ux  5Vx  ’.as  :’.r  vv.-: r 


SriMY  OiJlcrfvr.:  To  del  ■:  I  n  in.*  in  ron-measurable  but  residual  stripe  Til  o\  'Han 

adorn  •?«•.  rc  i  noi-n  no.  it  la  1  v  rcsiir'iic-ti  Vi: .  a£  for  t  ron  tment.  wit’o  ravin’."  cento  inly.  , 
(•Js-i’latiniiM  n«f!  *Jyc  I  •,  visp'uv  a  >!<■ ,  if  pi-ccvi  ..sum  t  r< -v  r.Hvrval  on>!  si:r\  i  v.*  1  vatu 

T-’CS!'i'  f  vi'OVM’  iv.i'fov.-i!  ly  corilim  » Vij;'"(lycTo;.!io(.'f>liai:i  i  do  |Vus  C  i  s"  PI L  i  i.ia  i  or 

by  ebony i up  I  roatrent  of  llexmofh.-t  b  al  au  !  .  'Jimr-e  patients  v.’ho  have 

residual.  noil-mensurable  ti  i on  so  a  f  for  second  1  ooU  1  a  pa  robot  -y  for  slave  11  1  atba.n 

ir.aiaf.i.iKV  U  ,oTr,ll<  .  ov.:i;\  nV  u  "e.i  i  b  !.  e  f  oi  ''inn Jo. .a  /.TVt  yen  to  t  rn.-.tvwnt  with  Cytoxan 

I  r\0  r  I  J  .  .  . 

. .  ; .  ■'*•?»<■!  C  i  at  iwur  versus  Ik'M/io'v’fltali  u'*  lai.«  i  n«* . 

Thom  have  bo-.: a  27  entries  to  this  piotorol  ,  t *.:o  have  be.-a  entered  fron  Halter  Ueod . 

flu- .-t o;;  Syivxrs  Stuiu.'o: 

FY'82:  27 _  for.Ai.  (ro  _  27  Kyr-o;;.-  Co'-’Aifi  id';  (v  SrtKY:  P*?v;  Yr 

. . . . . for  the  entire  GOG.  - - 

S.  t;(u'i v/tl.’i cTfo  Si Li-; t-c.ri;  i r ;  Pahi icbvo'l.';  t  tri  Psoj-'c .’(•<'  r :v:-  sj  c.TAr':)’ 

K/A  . ' 


Too  bar  1)' 


Ptirti.tCAr to.'ir.  on  /vnrnAcrt;.  i‘Y  87: 

None 


Co®T  ovaflohf.  ^  , 

***  fall*  leaifi  0710  *<* 

****•  'Optodxiotkm 


+7?B 


n  :i.-t  ST  |  !  ■;:  r  A  m 

J,r'ovi»<:  0>r:»  1  Dor  i  ’ill!)  i  ‘  I*  1 

K'  i  v'-Mi*  Aflv.n-  pelvic  uj.'j  I  i  pn.'int’ i  t*i: ,  AM) 

Tlltt  C.  friOJCi:  A  Mias'-*  IJ  Trial  of  Azi  ri  d  !  ny  Ib'-nzoqu  inono  (A7.Q)  in  pat  i  an  l  r. 
with  .  -’vanced  pelvic  nialipnanc  ics.  COG  Protocol  p2b-Q 


li.Vir  t  ( r v  -i  ;  i  K*  i  • 


■  XX  f  IMA: 

1956 


ly.T.sn 

C-AiC 

K 

oi;k 

NT  C.  PARK, 

C01 

KG 

Assoc 

lATfc  IflVrSff 

GATOSC-J) : 

V 

AM. 

B.  Ih'SUni, 

l.Tt 

•  ?/  f  1 
'  >  ‘  1  V  ’ 

.  pAC IL 

!  ry leifriC  _ 

1  tlo'V/Sv.:: 

0B~( 

:yk/c:yn- 

On-iol  ogy 

Acci 

i’-Ai  fvH  ri:CC 

ASc  Co:; i: 

Ac 

a  i!  /.  i‘  iv.-  Cc:. 

ncAc  r 

Cos  r: 

ACC. .  :\T!VC  SuV 

Y  0 

N/A 

N/A 

N/A  . 

f  Y-S3 

fy;CCfi5£: 

N/A 

COMfRACT 

N/A 

Cf,T 

i : 

Sj.  rj.Y  Cos t  : 
N/A 

i'Ali:  Or 
/VIWL  1 

Cawfi”:*  A.vwiv.m. 
I':  ...  Pi  PCttl 

O'  ' 

Svoov 

O.i  ivcrf  vr : 

To  dote 

rtr.Lru 

the  e (Tic oi 

y  ol 

A y.Q  in  the  treatment 

of"  , 

advance 

'pel- 

ic  maTi’j*,n 

ianc  i  vs . 

d 


TcCISiliCAl.  A. % vo,'fli:  Patients  with  histologically  eonfi  uaed  advanced  recurrent. 

persist  out  ji>**tnsrnt  ic  or  local  yyneco  I  op.  i  c  cancer  wi  th  doc.m.v-nt  oj  disease  p 
.  .rto.t  ..ar.ionnbl  o.  to  high-  r  priority  protocol  or  standard  rep  i  i;r  ;  of  therapy. 
Ps'OC;'; .-ss  I.tir:  i  fin  f '[  -K/.x  There  have  been  r>  patients  access  ion  to  tin  protocol  'lor 
entire  croup.  None  have  been  accession  f rosu  Walter  Heed. 


trM-tSH  Or  S-UJ  Li'S  Slicin'!::  5 

F V-S2_: _ p _  Total  (jo  i*atp):  j 


C(:>vt  t  r io'f  a-  Sucy: 


25  per  d 


w  Le -pc 

S:-Kio-J5/U,'i=x’rxrro  Sue  fyFr-crs  ir:  S'.hj.v. r;.  !V.uicie.\i hit  it*  IV a. i  r. ; ( *.  m  urAiV): 

None  Noted 

Conclusions:  . .  ~  . 


Too  Early 


FTci.ic.Ar  lo.'ii  c.:  /iiiSfUAcrs*  FY  S7: 


47.9  G 


None 


Copy  available  to  u..-~  • 

pmajl  fully  lspiblo  reproduction 


0\K:  ?  Mar  83  J  Slug  !.!•:: ,  l',).:  At  90 

SiAvrr  D.mv  1 r)  Oc.t'.ouor  1982 


I  JlAliJS:  li;i  XA  1  I'.'Ai.. 

fi.-.tr  r.-  r>-.wi ,-i. January  19o8 


ji'cy  \.r ,,  j-  .  ('.(■  rv  i  r  ft  1  Care  i  no.  i  ; ,  clinical  pathologic  study. 

TlILh  Cr  PuOJ.Cf:  clinical  pathologic  study  o .'  stages  lift,  J II.  ana  1VA  cart  iuo.  ia 
ol  the  Cervix.  COC  Protocol  i-63 


PiM.'.'Ci  la’/fisnCATOS's):  ROJIRKT.  C.  PARK,  CO  I  ,  Kc 


AssQCJATt  !  { iVr  ST  I  C-A^I  :r :  ( S ) :  PAlit,  li.  HEL1.EK,  1  TC,  KC  1I1RI!  AHVANT  ,  KAJ,  11C 

rARU.1T/:  Ifri/'r'C  |  Plpf/Svc:  OH  GY./CYN  "Oncol  ogy 


Acctv-suuvivs  i’f.nCASS  Coir:  iv.i  OriTRAcr  Co  it:  Ac<vn.Artvi  Siw»i.y  Coiv. 

K/A  K/A  K/A  . 


PC-83  rj-jlCASi: :  Coiuraci  Coir:  S'j*u  Cos  i :  Puc  o :  Ce;v-t:  i  ife  iVvrwai.  0. 

N/A  K/A  K/n  /.MuAt.  IS:-!  Hrf'CiO' 


STUDY  Ouicviv?. :  To  evaluate  the  sens  It  iv  it  y  a  ml  specLHcity  of  non-invacxve 
procedures  such  os  sonograms ,  CAT  scans  end  I  ymplmngi  ogrnphy  to  detect  me 
trr  the---!  vr  ph-'-nKleo-  ia»  vrvviicl  i  :-ne.T  as  car  .pared.,  to. surgical.  Staging., 
T/hl!:lioyi..K.’<,(!U.-.ai:  patients  vi  1.1.  undergo  «r>:vir;vasive  staging,  procedures  m ■•u 

CAT,  Sonogram,  hyirphe.ng  i.og/r.im  and  be  evaluated  by  f  ine  needle  j  ara-aorl  ie 
_or  para-sortie  I  ypiphsdVnoc  t  oroy  end  infra-  f».-ri  tooaa  1  expl.  vet  j  on  . 

Croct-TT  Uy.URO  P */— S3? :  Nont- 


t  I  one 
h  i  op 


KlWiil  0."  S-’UJcCTS  SitUh-0: 


FV-82:  0 


No  pat.  Lent  s  entered.  Protocol  not  activated  u”  .  :  1  jl'i  o 


To  CAT  (li)  UATr.)  '■ 


7  r)  pei  /y  l  jl  983 

r  (t!»1  h  V 1  O')  0,-  S,-!:;.y;  j 


S;-KI0>.)5/U!=X?hXftD  Sit);:  'ITS  in  S'ii.bCiJ  f'A'iT ! '  iiVn;,'; ;  ;;i  P.v.J-Xi  ( i:  j;  si  SiAii): 

N/A 

6j.';ct.u;iio:i5: 


Kwi. i cations  o::  Asstpa't.;,  FY  8?: 


Patt. :  |Jk£  fin. :  A  1  cJi[ 

$t,v.t  i’.A  |t.vu-‘:  N/\ 


:>r<vrys:  liiiLiMN 


(  i  ** 


n.M;  ft  <><!  r  T 1 0*  i  : 


K<  Y  W.-iS:  V  imlt's  i n>! ,  lit-curi  cni  Cci-vicsl  Caiic.  r 

Tnt.C.  C.r  PiVU.-.O':  I’h.'!  si:  II  Tr  i  :t  I  of  Vi  ink:.  i  m<  .•  for  recurrence  cervical 
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Work  Unit  No. : 


4514 


Date:  27  Apr  82 


25  June  1974 


Status:  Interim _  Final  wv 


Starting  Bate:  25  June  1974  Date  of  Completion:  23  Feb  1982 


KEY  Words:  Indium  In-111  DTPA,  Cisternogram,  CSF  Leak,  Hydrocephalus 


TITLE  OF  Project:  Clinical  Evaluation  of  Indium-111  DTPA 


PRINCIPAL  InVESTIGATOR(s):  DOUGLAS  VAN  NOSTRAND.M.D.  LTC.MC,  Asaf  Durakovic,  M.D.  MAJ,  MC 


ASSOCIATE  INVEST I GATOR (s):  Richard  E.  Stotler,  LTC  MSC,  James  H.  Corley,  MAJ,  MSC 


Facility:  WRAIX  Dept/Svc:  Nuclear  Medicine  Service 


Accumulative  MIDCASE 
Cost:  $0 _ 


Accumulative  Contract 
Cost  $0 _ 


Accumulative  Supply 
Cost:  $0 _ 


FY-83L;  MEDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  of 

$°  50  Annual  Progress  Report r  2  5  iQR3 


Study  Objective:  The  purpose  of  this  study  was  to  evaluate  the  efficacy  and  safety 
of  the  radiopharmaceutical  In-111  DTPA  in  the  evaluation  of  cerebral  spinal  fluid 
flow. 


No  modifications  have  been  made  to  the  original  protocol. 


kOGRESS  DIKING  rY-wre-fl?  During  the  period  1  Oct  81  thru  23  Feb  82,  a' total  of 
7  patients  were  studied. 


Number  of  subjects  to  be  Studied  before  Completion  of  Study:  none 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project: 


Of  the  7  patients  studied  there  were  2  Normals,  2  with  Communicating 
Hydrocephalus,  2  with  Normal  Pressure  Hydrocephalus,  and  1  with  a  blockage  of  CSF 
flow.  The  reason  the  project  is  terminated  is  that  Indium- 111  DTPA  has  been  approved 


n.  a  n.  n.  by  the  U.S.  Food  and  Drug  for  routine  use  in 

Publications  or  Abstracts,  FY -8Xt  cisternography.  Effective  24  Feb  82. 


DISPOSITION  FORM 

For  um  of  ttit*  form,  m  AR  340-16;  ttM  proponom  rgmcv  it  TAOO. 


reference  on  office  symbol  I  subject 


HSWP-XN 


Termination  of  Clinical  Investigational  Projects 


TO  C.  Clinical  Investigation  FROM  C,  Nuclear  Medicine  Svc  date  27  April  1982  CMT 1 

ATTN:  LTC  Boehm  WRAMC  LTC  Stotler/msm/61 186 

WRAMC 

1.  The  Clinical  Investigational  Service  is  notified  of  termination  of  three  investi¬ 
gational  projects. 

a.  Work  unit  #4524  -  Technetium  99m  HIDA  for  Hepatobiliary  Scintigraphy 

b.  Work  unic  #4528  -  Technetium  99m  Labeled  Di-isopropyl-ida  (DISIDA)  for 

Hepatobiliary  Scintigraphy 

Reason:  A  better  IDA  analog  Tc99m  DISIDA  (Hepatolite  NEN)  has 

received  U.S.  FDA  approval  for  routine  use  in  diagnosis  of 
hepatobiliary  disease. 

c.  Work  Unit  #4514  -  Clinical  Evaluation  of  Indium  111  DTPA 

Reason:  Medi-physics  NDA  for  Indium  111  DTPA  received  U.S.  FDA 

approval  24  February  1982  for  routine  use  in  cisternography. 

2.  Attached  are  final  reports  for  all  three  projects.,,  f  _ 


M  V/'V'O - 

DOUGLAS  v AN  NOSTRAND,  M.D. 
LTC,  MC 

C,  NUCLEAR  MEDICINE  SERVICE 
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PREVIOUS  EDITIONS  WILL  BE  USED 


Date?  feb  83 

Work  Unit  f.‘o. : 

4523 

Status:  I«T£imi  E 

X 

Startkjs  Date: 

Date  of  Collet  ic:i: 

Key  Uords: 

Glomerular 

Filtration  Rate 

TLE  Cr  PROJECT:  , 

Determination  of  Glomerular  Filtration  Rate  Using  Radiotracer  Techniques 


Principal  Investigator's):  Frank  Atkins,  Ph.D. 


ASSOCIATE  InvcSTIGatorCs):  Douglas  Van  Nostrand,  M.D.,  LTC,  MC 


Facility:  VBfX. 

Dept/Svc :  Nuclear  Medicine  Service 

Accumulative  icCCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  PECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  Wft3 

1 

Study  Objective: 
NA 


Technical  Approach: 

NA 

Progress  Curing  FY-82: 

NA 

fiur-Seft  of  Subjects  Studied: 

FY-82j _  Total  (to  oats)_: _  Before  Completion  o?  Stubyj _ 

Serious/Unexpecteo  Side  Effects  iri  Subjects  Participating  in  ProjzctOf  ho?®  so  state): 

_ na _ ; _ _ _ 

Conclusions: 

Study  terminated  without  action. 


Publications  or  Abstracts.  FY-82: 
NA 
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rrv  tit  n'afn^arfihJttayh 


EtVTE:  27  April 

1982 

Work  Unit  No. : 

4524  | Status:  Interim  Final  xxx 

Starting  Date: 

5  March  1981 

|  Date  of  Completion:  6  April  1982 

KEY  Words: Technetium  Tc-99m  HIDA  (Hepato-Scan)  (Lidofenin)  Hepatobiliary  Scanning. 


TlTL£  OF  Project:  Technetium  99m  HIDA  (N-2,6-Dimethylphenyl  Carbamoylmethyl 
iminodiacetic  acid)  for  Hepatobiliary  Scintigraphy. 


Principal  Investigator (s) :douglas  van  nostrand,  m.d.  ltc  mc,  Asaf  Durakovic,  m.d.  maj.mc 


Associate  InVESTIGATOR(s):  Richard  E.  Stotler,  LTC,  MSC  ,  James  H.  Corley,  MAJ,  MSC 


Facility:  WRAMC 

|  Dept/Svc:  nuclear  medicine  service 

Accumulative  I'OCASE 
Cost:  $° 

Accumulative  Contract  Accumulative  Supply 

Cost:  $0  Cost:  $0 

FV-83L:  NEDCASE:  Contract  Cost:  Supply  Cost: 

$0  $0  $0 

Date  of  Committee  Approval  of 
Annual  Progress  Report  FEB  2  5  m? 

$TUDY  OBJECTIVE:  Clinical  evaluation  of  Tc-99m  HIDA  as  a  diagnostic  tool  in 


hepatobiliary  disease. 


Technical  Approach:  No  Modifications  were  made  to  the  original  protocol. 


Progress  during  FY-8i:  82  During  the  period  1  Oct  81  thru  6  April  82  a  total  of  38 
patients  were  studied. 


Number  of  subjects  to  be  Studied  before  Completion  of  Study:  none 
Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project:  none 


Cocujsjaffi:  ?s 

3  Acute  Cholecystitis.  _  _ _ _ 

Reflux,  and  1  patient  refused  the  stpdy 


IDA  analog 


Publications  or  Abstracts,  FY-SJj 

NONE 


Tc-S>9m  DISIDA  (Hepatolite  NEN)  has  received  U.S.  FDA 
approval  for  routine  use  in  diagnosis  of  hepato* 
biliary  disease. 


I 
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Date:  6  Oct  52  Work  Unit  f'o.:  4525 


Status:  1  nte  r  i  _F  i  •<?>.. 


Starting  Date:  17  Mar  81 


Date  of  Collet i on :  1  Sept  83 


Key  V&qs:  I  131  6-B  Iodomethylnorcholesterol  (NP-59,  Adrenal  Imaging) 

Title  Cf  Project:  Intravenous  Administration  of  131  I-6-B  Iodomethylnorcholesterol 
(NP-59)  for  Adrenal  Evaluation  and  Imaging. 


Principal  Investigator's):  Douglas  Van  Nostrand  M.D.  LTC  MC 


Associate  InvestigatorCs):  Richard  E.  Stotler  LTC,  MSC 


Facility:  KRAi-IC 

Dept/Svc:  Nuclear  Medicine  Service 

Accumulative  PEOCASE  Cost: 

-0- 

Accumulative  Contract  Cost: 

$  o 

Accumulative  Supply  Cost: 

$  0 

FY-83  r'fEC/vS£ :  Contract  Cost:  Supply  Cost: 

$  0  $  0  $  0 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  iq or 

Study  Objective:  Clinical  evaluation  of  NP-59  as  a  diagnostic  agent  for  the 
detection  of  adrenal-cortical  disorders. 


TEchh ; cal  Approach:  approved  by  C.l.C.  study  is  now  open  to  patients  under 

the  age  of  18. 

Progress  Duping  FY~82:  3  patients  were  studied.  ~ 

flu'-sea  of  Subjects  Studied:  ”  ” 

3  Total  (to  date):  4  _  Before  Completion  of  Study: 

ScRIOUS/U, '(EXPECTED  Sl-DE  EFFECTS  IN  SU3J=CTS  PARTICIPATING  IN  PROJECT(lF  CONE  SO  STATE): 

NONE 

Conclusions:  of  the  3  patients  studied  there  was  one  normal  and  2  positives 
consistant  with  bilateral  adrenal  hyperplasia. 

The  agent  is  proving  to  be  a  useful  diagnostic  tool. 


Publications  or  Abstract:.,  FY-82: 
NONE 
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Date:  6  Oct  82 


Way  1>/it  fi'j,:  as9  7 


Status : 


vv 


'i‘:AL 


START 'VS  O-'.Tr. '  1  Dec  81 _ Pj !£  f?  Ca«=teflC.‘i:  _ 1__P«C  _84 _ 

Key  ltepJS:Lymphoacintigraphy,  Tc99m  Antimony  Trisulfide  Colloid _ 

Title  cf  Project:  Technetium  (Tc99m)  Antimony  Trisulfide  Colloid  -  A  Lympho- 
scintigraphic  Agent. 


PRINCIPAL  I«r/S$T(CATCa<S>:  R.B.  Shaw.  MAJ  MC 


Associate  Investigator^):  Richard  E.  Stotler  LTC ,  MSC 


Facility:  WRAHC 

Dept/Svc:  Nuclear  Medicine  Service 

Accumulative  rcDCASE  Cost: 

$0 

Accumulative  Contract  Cost: 

$0 

Accumulative  Supply  Cost: 

$.0 

FY-83  Contr^jj  Cost:  Supply^jst: 

Date  of  Committee  Approv 
Annual  Progress  Report  f 

[AL  Of 

■EB  2  5  Wfn 

Study  Objective:  Clinical  evaluation  of  Tc99m  Antimony  Tirisulfide  Colloid  in  the 
anatomical  location  of  the  internal  mammary  lymph  nodes  in  patients  with 


reMwwtaaf-  One-time  exception  to  perform  antimony  trisulfide  colloid  scan 
to  investigate  lymphatic  drainage  from  melanoma  in  the  region  of  the  left 

- scapula  -  (10Aug82) _ _ _ _ _ _ 

Progress  During  FY-S2:  studied  one  patient  during  this  period. 


IliiT'Sea  of  Su3jscts  Studied: 

FY-82:  1  Total  (to  date):  ^ _  Before  Completion  of  Studyj _ 

ScRlOUS/UflEXPECTED  S/DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PrCJECT(|F  RON*  SO  STATC) • 
NONE 

Conclusions:  Agent  proved  useful  in  evaluation  of  lymphatic  drainage. 


Publications  or  Abstracts.  FY-82: 
NONE 
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DISPOSITION  FORM 

for  un  o*  Dili  form,  tt*  AM  340-18;  M  proponent  «pne»  It  T AGO. 


REFERENCE  OR  Office  SYMBOL 

HSHL-XN 


SUBJECT 

Annual  Progress  Report  -  Work  Unit  #4528 


"tel  inical  Investigation 


Asst  C,  Nuclear  Med  Svc  OATE  17  SEP  82 

MAJ  Shah/msm/61 186 


cm  i 


1.  No  investigative  procedures  have  been  performed  under  protocol  work  unit  #4528. 

2.  As  of  March  1982,  this  protocol  has  not  been  followed  as  FDA  approved  the  same 
investigational  drug  for  general  use. 

3.  The  protocol  work  unit  #4528  is  effectively  terminated  as  of  March  1982  following 
FDA  approval  for  OISIDA  in  general  population. 


kQr^AHT^l.D. 

mAj,  mc 

Asst  C,  Nuclear  Medicine  Service 
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PREVIOUS  COITIONS  WILL  SB  USED 


Date:  21  At>rii  s:  Work  Unit  No.:  <*528 


Status:  Interim _  Finals 


tarting  Date: 


Date  of  Completion:  26  April  1982 


Key  Words: 


Title  of  Project:  Technetium  99m  Labeled  Di-isopropy 1-ida  (DISIDA)  for 
Hepatobiliary  Scintigraphy 

Principal  Invest i gator (s) :  r.b.  shah,  maj,  mc 
Associate  Invest i gator (s): 


Facility:  WRAMC 


Accumulative  I'EDCASE 
Cost:  q _ 


Dept/Svc:  nuci  ear  Medicine  Service 


Accumulative  Contract 
Cost:  o _ 


Accumulative  Supply 
Cost:  0 _ 


FY-81:  ^'EDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  of 
0  0  0 _  Annual  Progress  ReporTEB  2  5  wn 


VH:  Clinical  evaluation  of  Tc99m  DISIDA  as  a  diagnostic  tool  in 

hepatobiliary  disease. 


PROGRESS  DURING  rY-Ol*  The  study  was  never  instituted  as  Tc99m  DISIDA  (Hepatolite 
NEN)  has  received  U.S.  FDA  approval  for  routine  use  in  diagnosis  of  hepatobiliary 
disease. 


Number  of  subjects  to  be  Studied  before  Completion  of  Study:  na 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project:  na 


CONCLUSIONS:  The  study  was  never  instituted  as  Tc99m  DISIDA  (Hepatolite  NEN)  has 

received  U.S.  FDA  approval  for  routine  use  in  diagnosis  of  hepatobiliary  disease. 


Publications  or  Abstracts ,  FY-  8>  None 
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Date:  6  Oct  82  Uay  Unit  th.:  4529 


STARTING  Oat£:  1  May  82 


_ I  Status  • _ Ihte;mh  XX _ 

Date  of  Cqvietio:i:  1  May  85 


fey  tte»ps:  Spleen  Scintigraphy,  Splenic  Trauma,  Heat  damaged  Tc  RBCs. _ 

Title  CF  Project:  Comparison  of  liver/spleen  scintigraphy,  selective  spleen  scintigraphy 
computer  tomography,  and  ultrasound  in  the  diagnosis  of  splenic  trauma. 


Principal  Ihvf.STIC-atcrCs):  Douglas-  Van  Nostrand,  M.D.  LTC  MC. _ _ 

Associate  I?!V£STigaTOR(s):  Richard  E.  Stotler  LTC.MSC,  Ralph  Kyle,  John  Sherman  MAJ.MC 
-  I  Tnn"  W J  *»■(  Tarrtin  MAJ  .  ML — 


Facility:  KRtfjC 


Dfpr/S'/C: 


"JoiTTP eTT5t§5p  MAJ,  MC 
Nuclear  Medicine Service _ 


Accumulative  rHICASE  Cost: 
$0 


ACCUMULATIVE  CONTRACT  COST: 
$0 


FY-83  r£CCAS£: 
_ $0 


Contract  Cost: 
_ 10 _ 


Supply  Cost: 

$0 


Accumulative  Supply  Cost: 


Date  o.=  Cctaiittec  Approval  Op 
Annual  Progress  Report  FEB  2  5  iqfl3 


Stuoy  OBJECTIVE :  To  determine  the  sensitivity  and  specificity  of  YcTTTul tuf~Colloid 
Liver  Spleen  Scan(LS),  Computer  tomography  (CT),  99mTc  heat  damaged  red  blood 

epiaan (SSR),  .anH  ultrasonography  (US)  In  the  diagnosis  of  splenic  trauma. 
technical  Approach:  no  changes  to  original  protocol. 


PROGRESS  DURING  FV'-82:tv1^9  i_s  a  new  protocol  and  no  patients  have  been  studied 
under  it  during  FY-82. 

flU'SER  OF  Sj3JcCTS  STUDIED:  ~ 

FY-82:  0  Total  (to  date):  0  Before  Completion  of  Study:  30 

SsRious/U'JEXPECTto  Side  Effects  in  Sv3JscTs  Participatw.s  lit  PilO JECT(  IF  (ONS  so  state): 

_ N/A  None _ 

Conclusions:  ’  “ 

None 


Publications  or  Abstracts,  FY-82: 
N/A 
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Date:  1/21/83 


IfaaK  Umit  No. 


4601 


Status;  Ii<.t£;hh 


Start i ?js  Date: 


1967 


Date  of  Cqth-cTio:i: 


1985 


Key  Words:  Clinical  trial,  Hodgkin's,  radiotherapy 
Title  cf  Project: 

Participation  in  the  National  Cooperative  Study 
_ Early  Hodgkin's  Disease _ 


Fi:ml 


of 


Principal  IiivesTiOATcaCs):  George  B.  Hutchison,  M.  D.  Harvard,  Boston 


Associate  IhvestigatorCs):  Raymond  B.  Weiss,  M.  0.  Walter  Reed 


Facility:  IIRA’-'C 

Dept/Svc:  Hematology-Oncology 

Accumulative  fEOCASS  Cost: 

0 

Accumulative qComtract  Cost: 

Acojwjlative  Supply  Cost: 

FY-83  rtCCASE:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of  Co-.mittef.  Approval  Of 

Annual  Progress  Report  ffr  o  k 

1 

STuoY~03j=cnv£:  To  "determine  the'e’ffecTs'on'siirvi  vaTf'aTs'ea^'exTehsTdnV'ahd 


complications  of  therapy  of  differing  irradiation  volumes  in 

treatment  -of  -early  s-taged.  Horigk in.'s. disease. _ _ _ _ _ _ 

TSchti ; cal  Approach rm i s  clinical  trial  was  randomized  and  prospective,  comparing 
localized  irradiation  to  clinically  involved  region  with  extended  field  irradiation 
to  r,1  inirally  involved  region  plus  regions  suspected  of  bein^  sites  of  sub-cl i ni cal 
disease. Progress  Rows  FY-82:  Interim  report  submitted  for  publication  in  lasz,  undergoing 
revision  in  response  to  reviewers.  Paper  submitted  at  meeting  of  NCI,  September,  1981 » 
and  published  1982.  Extended  follow-up  to  15  years  shows  no  reduction  in  mortality. 

Ku«3E»  of  Subjects  Studied:  460  ~  — ~ 

FY-82:  no  new  access^  (to  dat2).  460  Before  CCmpletkm  of  Study:  460 


ScRious/tlfisxFECTEO  Sics  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state):  None 
in  current  follow-up  year. 

Conclusions: To  date  comparison  of  localized  fields  with  extended  nelds  erf 
therapy  of  early  Hodgkin's  disease  has  not  shown  a  clear  superiority  of 
either  technique  within  15  years  of  follow-up. 


Publications  or  Abstracts.  FY-82:  survival  and  Extension- free  survival  following 
involved  and  extended  field  therapy  of  Hodgkin's  disease,  stages  I  and  II. 
In  preparation. 

Fuller,  L.M.  and  Hutchison,  G.  B.  Collaborative  clinical  trial  for  Stage 
I  and  II  Hodgkin's  disease:  Significance  of  mediastinal  and  nonmediastinal 
disease  in  laparotomy-  and  non- laparotomy-staged  patients.  Cancer  Treatment 
Reports  66:  775-787.  1982. 
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Stastk-u  Date:  1  July  1981 


Date  c:-  Collet  io: i :  1  April  1983 


Key  tioRDS:  Pharynx,  swallowing,  fluoroscopy,  viieorecording 


Title  cf  Project: 


Pharyngeal  Swallow:  Prospective  Incidence  of  Disease 


Principal  Investigator's):  David  J.  Curtis, M.D.,  Arnold  Friedman, M.D. 
Associate  InvEsTtGAToaCs):  Abraham  Dachman ,  M.D.,  Eugene  Maso,  M.D. 


Facility:  KRA'IC 


Accukulat i vs  fEOCAS £  Cost: 

-EiAa. 


Dept/Svc:  Diagnostic  Radi  ology/WRAMC  TV 


Accumulative  Contract  Cost: 

N.A. 


FY-83  riECCASS:  Contract  Cost:  Supply  Cost: 
N .a.  N.*.  N . A. 


Accumulative  Supply  Cost: 

N.A. 


Date  of  CcfourrEE  Approval  Of 
Annual  Progress  Report  FFB  2  5  iqip 


Stuoy  Objective: 

Determine  criteria  cf  normal  pharyngeal  swallowing  by  prospective 
Tix&t&M88KljrViV ul a  Li un .  - - - - - 


Questionnaire  cf  thirty-eight  questions  filled  out  prior  to 
T^fcdegr^gord^i^  of  pharyngeal  -swallow. — Review — £_  swa  1 1  owa. _ 

Computer  entry  of  questionnaires.  Review  of  2 00  of  UOQ  3waiiows 


Sj| jECTs^Sruo i en :  819  swallows  performed;  227  questionnaires 
FY-82:  87  Total  (to  pats):  22? _  Before  Completion  a-  Study: 


ScP.lOUS/UfISXPECTEO  SlDE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PiTOJECTCiF  IONS  SO  STATC) • 

None 


iSuSdisiws:  jj0  conclusions  have  been  made  in  that  all  data  must 
be  generated  prior  to  matching  by  computer  tc  maintain  the 
prospective  nature  of  the  stuiy. 


Publications  or  Abstracts*  FY~S2:  Laryngeal  dynamics,  6RC  Critical  Reviews 
in  Diagnostic  Imaging,  18:29-80,  May  1982. 


Date: 


KoflKtiviTffa,:  4  7  04 


Status:  Ihtehjh 


Fir:*.  XX 


Startup  Date: 


Sate  of  Ca-pi_cTto;i: 


KeyISoRDS: 


Title  cf  Project: 


ULTRASOUND  SCROTAL  SCANNING. 


fewogj.  IkvsstioatorCs):  Lynne  Blet»  MD 


AsSOCtATg  IhvESTIGaTOR(s)  i 


Facility:  KWiC 

Z 

Dept/Svc:  no.pt  of 

iUdialoev 

Accutsjlativs  rEDCASS  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  i-iECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Appro&l  Qf 

Annual  Progress  RepcrtFEB  2  5  1983 

1 _ _ 

SrJDY  03JgCTlV£: 


T£chh;c>«l.  Approach: 


Paosaass  During  FY-82: 

flunssa  of  Subjects  Studied:  " 

FY-82: _  Total  (to  pate):  _  Before  Completion  of  Study: _ 

ScRIOUS/li'lEXFECTEO  SlDE  EFFECTS  III  SU3JECTS  PARTICIPATING  Ifl  Pi?OJ£CT(jF  NINE  SO  STATS): 
Co.'ia'JStQMS: 

Dr.  Blei  is  no  longer  assigned  to  Dept  of  Radiology. 
She  has  left  WRAMC . 


Publications  oh  Abstracts.  FY-82: 


Dati 


e:  1  Oct  8^  Way  &.-iT  fo.:  6021  A 


Status:  1ht£«ih X  F iml 


Start i:.s  Date:  1  September- 1982  Date  of  CtypLSTio;i:  Sept  1985 


Key  Words:  LHRH  in  Children _ ' _ _ 

Title  cf  Project:  Gonadotropin  response  to  LHRH  in  Children  and 
Adolescents 


Principal  IfivEsnoATcaCs?:  Chandra  M.  Tiwarv.  MD.  LTC,  MC 
Associate  Investigators): _ 


Facility:  HRAMC 


Dept/Svc:  Pediatrics 


Accumulative  r£DCASE  Cost: 
Nil _ 


Accumulative  Contract  Cost: 
_ _ Nil-... 


Accumulative  Supply  Cost: 
Nil _ 


FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 
_Sl-rS00-QQ _  S2.-jQQ.QQ 


Date  of  Committee  A=>pp.a»gi  Or 
Annual.  Progress  Report  FEB  2  5  wn 


Stuoy  Q3jccnyc.  To  uge  as  a  diagnostic  agent  in  evaluating 

hypothalamic  hypophyseal  gonadal  axis 


technical  Approach: 


Same  as  in  the  protocol 


fROOPEss^CuRiuc  FY  S2:  Approval  to  use  the  LHRH  from  HSG  was  not  received 
till  the  end  of  August  1982.  We  used  LHRH  in  two  children  in 
-September-.  1982,  the  lab  data  is  aval  lable  on  ong_  patient 
flui-ssa  of  Slbjects  Studied: 

FY-82:  25  Total  (to  date)  :  2 _  Before  Caplet  ion  of  Study:  75 

SsaiOOS/UrtEXPECTEO  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  Iff  PR0J£Cr(lr  tiXS  SO  STATE):  ~ • 

none 

Conclusions:  No  conclusion  can  be  drawn,  only  two  patients  have  bee6 
studied  and  the  serum  gonadotropin  results  are  available  only  in 
one  patient.  I  would  like  to  continue  the  study. 


Publications  or  Abstracts.  FY-82: 


NIL 
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Date: 


Way  Out  Ko.:  6025 


Status:  Ih ram  X  Ft ;at 


Start  j«i  Date: 


Date  of  Completion: 


Key  JbftDS: 


Title  cf  Project:  Role  of  surface  tension  measurement  of  amniotic  fluid 
lipid  extract  in  prediction  of  development  of  RDS  in  neonates 


Principal  Ifr/£STtCATpa(s):  Chandra  M.  Tiwary,  M.D.,LTC,  MC 


Associate  Investigators): 


Richard  Landes,  M.D.,  COL,  MC 


Facility:  KWC 

i-a .  -ttaaaow ,  n.o , 

Dept/Svc:  Pediatric: 

r . . . . 

3 

Accunulativs  fEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rEECASE:  Contract  Cost:  Supply  Cost: 

Date  of  CaviiTTEE  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

1 

oiuur  vgiguive;  xu  measure  suriaue  teuaiuu  ox  amaxoxic  xxuia  xipia  exx: 

trior  to  and  during  labor,  and  to  correlate  it  with  the  subsequent 
evelonment  of  RDS  in  newborns.  _ '  _ _ _ 

technical  Approach:  „  . 

-  No  Modification 


f Pff-AIfe  Fifteen  amniotic  fluid  specimens  have  been  analized. 

The  total  number  of  specimen  analized  to  date  has  been  105 . 

fiivssH  0?  Subjects  Studied: 

FY-S2:  15  Total  (to  date):  105  Before  Cb>«.ETtcw  0.-  Study:  125 

Serious/Uhexpscteo  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state)  • 

_ None _ _ _ _ _ 

Conclusions:  Surface  tension  of  amniotic  fluid  is  useful  in  predicting 
the  occurence  of  RDS  in  the  neonate. 

A  low  ST  of  the  amniotic  fluid  suggest  possible  occurance  of  a  complicatio 
in  the  neonatal  period  and  that  infant  child  should  be  observed  care 
fully  during  the  first  few  days. _ 

Publications  or  Abstracts.  FY-82:NIL 
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UfUTfia.:  6026 


Sta3Ti;£  Oats:  Oats  c?  CocpLETiai: 


Ksy  USSOS:  _ • _  *  - 


Title  c?  PiWJgcT:  Tracheal  aspirate  surface  tension  as  a  prognostic 
indicator  in  infants  with  respiratory  distress  syndrome  (RDS) 


PpAxctfsi-  TsvFsrtglTsaCs):  Chandra  M.  -Tiwary ,  M-.D.  ,  LTC,  MC 


.  .  .  .  Richard  D 

Asscccats  Irv£srrcATOs(s) 


nWmmwJ 


•  Facility:  V?Si* 


DeJ»r/Svc: 


Pediatrics  '  *' 


Date  a=  CawTTHE  Approval  0? 

PtWfiL  P*02R=SS  PvEPGRT  FFR  2  5  1QM 


FY-85  KECCfiSS: .  Contract  Cost:  .  Supply  Cost 


Stuoy  Objective:  .  * 

15aWiCy.L  APPROACH:  ' 


PresgESS  fautx  PY-82:  No  tracheal  aspirate  samples  were"  subMitTStt  Pega 
v«ry  lew  babies  required  intubation,  we  have  not  measured  .surface 
tension  on  any. specimen  .since  submission  of  the  last  report; 

Kuras?  of  Suuccts  Sruaiea:  30  •  • 

_ _  Total  (to  oatz)j_. _ _  Before  Completion  of  Study; 

ScRIOUS/UflEXPcCTEO  SHE  EFFECTS  Ml  SU3JECTS  PARTICIPATE  Itl  PkSJECTCiF  fO-’S  SO  STATS):  "*• 

none  v  — 

OriCLJaW^.  pi-giinjinajiy  results  were  encouraging  and  we  would 
like  to  continue  the  study  ’•  *  -  ... 


Publications  at  Asst* acts.  FY-82: 


j; 
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Date:  nov  82 

l.'ay  Unit  f«o. :  6030 

[Status:  (i-.tes <:j  Fi:y*  X 

Start j:js  Date: 

22  OCT  79 

Date  cf  CcmplcTion:  NOV  82 

Key  1&>ds:  Neutrophil  chemotaxis, 

agarose 

Title  cf  Project: 

Studies  of  adult 

and  newborn  neutrophils  under  agarose. 

Principal  IfiVF.3TtOATCR(s):  Paul  J‘  Thomas 


MD,  LTC  MC 


Associate  Ir;ygSTrOAiOR(s):  Doris  Burgess,  et  al 


Facility:  KWSC 

Dept/S'/c:  Pediatric  Hematology-Oncology 

Accu'sislativs  rEGCASS  Cost: 

ACCUMULATIVE  Ccii TRACT  COST: 

Accumulative  Sjpply  Cost: 

FY-85  FEECASS:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Pro-dress  Report  FEB  2  5  198? 

Study  03J£CTIV5:  To  study  the  chemotaxis  of  adult  and  newborn  neutrophTIs”" 
under  agarose  according  to  the  technique  of  Quie,  et  al  and  to  roughly 

r'nnpirft.raciiUe,  -wj  t-h.  1-ha  ...RnyHan. ./■.hjmhar  fhpmntaYi  s. _ 

TBCHiI •  CAL  A°?ROACH :  Chemotaxi  '  using  agarose  plates  and  varying  the  types 
of  chemoattractants  and  the  concentration  of  neutrophils  with  electron 

micrography  nf  the  cells  undergoing  chemotaxis . _ _ 

Props  H3S  Dus i no  FY-S2 :  Additional  attempts  to  get  reproducibly  reliable  re¬ 
sults  using  this  technique  have  been  unsuccessful.  The  technique,  has, 

therefore,  been  a  disappointment. _ _ _ 

flll-SES  Or  Su3JECTS  Stuoied:  Newborn:  65  Adult:  22 


PY-82jNBjTjAD:  2 


Total  (to  date)  :  NB :  6 ;  AD :  22 


Before  CcxRLEno;!  0.-  Study: 


N/A 


Serious/Uitexsecteo  Side  Effects  iri  Subjects  Participates  in  Prdject(if  rone  so  state):  none 


CONCLUSIONS:  This  technique,  although  potentially  useful  because  ot  the 
relatively  small  amount  of  blood  required  for  the  test,  has  been  too 
unreliable,  for  us  to  draw  any  conclusions  about  it.  Our  work  with  other 
projects  has  relegated  this  to  low  priority  and  there  does  not  appear  to 
be  any  good  reason  to  pursue  this  technique  any  further.  Our  recommen¬ 
dation  is  the  closure  of  this  protocol. 

Publications  os  Abstracts.  FY-82: 
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Date:  3  JAN  83  toy  Eh; t  ftp, :  6032 


Status:  Ihterim  7.  Fi::a;_ 


StarTI.-aJ  Date:  Undetermined 


Datec?  Collet  1  c.t:  30  June  84 


Keywords:  Gavage  Feeding,  Transcutaneous  Oxygen,  Nasogastric,  Orogastric 

Title  cf  Project: 

Effect  of  Nasogastric  Feeding  Tubes  on  Oxygenation 


Principal  IfiVF.STIGATCa(s):  Richard  D.  Landes,  M.D. ,  COL,  MC,  USA 

Associate  InvcSTIGaTOrCs):  John  Nading,  M.D.  ,  LCDR,  MC,  USN 


Facility:  KWE 


Dept/Svc:  Pediatrics 


Acai'SJLAT iv=  fcCCASS  Cost: 


ACCUMULATIVE  CONTRACT  COST: 


FY-33  r 


ntraci^  Cost  : 


ACCUMULATIVE  Sj?PLY  COST: 


Date  0?  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  To  determine  if  there  is  a  clinically  significant  difference  in 
oxygenation  during  the  use  of  nasogastric  versus  orogastric  gavage  tubes. 

TECHNICAL  Approach:  Approach  is  to  continuously  measure  transcutaneous  ru2  to 
compare  the  effects  on  oxygenation  of  neonates  while  being  fed  via  nasogastric 
versus  orogastric  tubes.  Differences  in  oxygenation  between  the  two  feeding 

•jmttiuuiCwIfl rSt* -^analyzed : - — — — - - - - - - — -  . 

PaosL-SS  uuaiHG  FY-8Z:  the  study  has  not  been  started  to  date  due  to  the  lack  of 

appropriate  hardware  to  record  and  analyze  continuously  recorded  data.  A 
request  for  funding  and  purchase  of  the  necessary  equipment  was  submitted  to 


FY-82: 


-0- 


Total  (to  date):  ~°~  Before  Completion  of  Study:  Approximately  30 


Serious/Uitexpecteo  Side  Effects  in  Subjects  Participating  in  Project(if  hone  so  state): 
None 

Co?:a-'JStOfis:  Request  John  Nading,  M.D.,  LCDR,  USN,  be  added  as 
Co-investigator  and  that  funding  be  approved  so  that  this  study  may 
be  completed. 


Publications  or  Abstracts.  FY-82: 
None 
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Date:  25  Jan  83 


\fay  D;;ru‘o.:  5034 


STARTING  Date:  15  January  198  2 


!  Status:  Ihtehh-i  XXX  F i ; ial 
DaTE  C.-  CopFLcTIC.'I:  1  April  198  2 


_ Key  tiosas:  oral  decongestants  ;__oral_  decongestant -anti histamine  mixtures 

Title  CF  PROJECT:  Tha  effectiveness  of. Oral  Decongestants  .and  . 

Decongestant-antihistamine  mixtures  m  the  treatment  and  prevention  of 

otitis  media  and  secretory  otitis  media. _ 


Peter  M.  Zawadsky,  M.D.  LTC(P),  MC 
PRINCIPAL  IfiVilSTIOATCaCs):  Pediatric  Infectious  Disease  Fellow 


Associate  Investigators): 

MM 

Facility:  KVHC 

Dept/Svc: 

Pediatrics 

Accumulative  r£BCA$£  Cost: 

AcawjLATtvs  Contract  Cost: 

Accumulative  Supply  Cost; 

FY-85  rSCCAS£:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ffr  2  5  iqr? 

— 

L-  ,  . 

Study  Objective :  To  determine  how  widely  oral  decongestant's  and  decongestant- 
antihistamine  mixtures  are  used  in  children  with  otitis  media  and 


- secretory  o  tit  la  »eciria> - 1 - - - - - 

Technical  f^paa.y n~.fi on  physicians  (200  ENT,  200  gen.  pediatricians,  and 
200  family  practitioners)  were  polled  by  questionnaire  to  determine  how  often 

they  use  oral  decongestants  and  deoangestant-antihistaroine  mixtures. _ 

Progress  Curing  FV-82:  Questionnaires  were  mailed.  Over  three  months 
a  total  of  questionnaires  were  returned  fully  answered.  Tabulations 

of  results  are  now  being  completed. _ _ 

fiUK3=a  Or  Subjects  Studied: 

600 

FY-82j _  Total  (to  cate):  500 _  Before  Completion  of  Study: 


ScRIOUS/UnEXPSCTED  Suit  EFFECTS  ID  SUBJECTS  PARTICIPATING  Ifl  PR3JECT(lF  [!0N£  SO  STATE): 


Conclusions: 


A  preliminary  summary  of  results, indicate  a  significant  number 


of  physicians  in  each  specialty  employ  decongestants  and  decongestant-antihistamine 
mixtures.  A  prospective  clinical  research  project  on  the  efficacy  of  these 
medications  is  being  designed.  The  preliminary  results  af  the  questionnaire 
will  be  submitted  for  pbblication. 


Publications  o?.  Ass  tracts.  FY-S2: 
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r 


AD-A129  243 


ANNUAL  PROGRESS  REPORT  FY-82  VOLUME  IIlU}  WALTER  REED 
ARMY  MEDICAL  CENTER'  WASHINGTON  DC  1982 


34 


* 


UNCLASSIFIED 


F/G  6/5, 


NL 


MICROCOPY  RESOLUTION  TEST  CHART 

national  bureau  of  standards- i%3  a 


Hats;  0ct*  82  1  Y-ccx  Unit  to.:  6035 _  IStatos:  hatniH  x  Firju 


Start i:J5  Oats :  Oct.  82  Date  c?  C6«t.erfc;i:  Sept.  83 


^antigen,  newborn  neutrophil  aggregatrion 


Title  CP  Project:  Does  Group  B  Streptococcal  Extract  Caaae  Neutrophil  Aggregation 
and  Chemotaxip  in  Adults.  •  \  ‘  .  *  •  .  .  .  .  ._• _ _ 

Pt»t«ct?AL  I«fESTi<aToavs):  D)€.  Thomas?  ,Q1  son  _  ■  ••  ' , 

CATE  TKVgflTGATag(s);‘  1>t.  'Piut-lji-ttbmzs  ‘  '  ‘  *'  f'Z&S'*  ;  "  '* 

yg-  .  —  |  Pediatric  Kematology/Oncoipgy  • 

Accumulative  rEDCAS  Cost:  feawaurivs  Danner  Cost:  Accumaatcve  Supply  Cost: 

N/A  _  N/A  _  •  •  •  '  •*  \  ay  a.  '  _  ■■ 

£:.  Contract  Ccst:.  Supply  Cost:  Date  of  Gcmnsttec  kvi&jiZ  Of  1 

_  ‘ . •  . •  ••••_ . _/  .  .  .  tem»L  Paoasess  Retort  ern  2  5  198T 


Study  (bjacnvg:  to  demonstrate  adult  neutrphil  aggregation  and  chemotaxis  in  the 
presence  of  a  recently  islolated  extract  of  gpoup  -B  streptococci  .• 


TSomical  Approach: 


Progress  Dupjhg  FY-82: 


-See  attached  page  • 


..fSee_  attached  page 


fej «33?  OP  Sll3JSCTS  SlUOlS):  .  *  • 

FY-S2j — g -  Tora.  (to  pate);  .  a  Before  Ccmpletios  of  Study;  30  • 

SeP.IOUS/UftHXPeCTEO  SfOS  E FrSCTS  III  SUBJECTS  PaRTICIPATIRS  Jfl  PROJECTCiF  HOSE  SO  STATE) : 

none  .  ‘  \  ■  *  _ .. 

1).  Group  streptoccal  extract  (from  USUHS)  can  cause  chemotaxis  of 
adult  PMN'S  (further  documantation  needed),  an<J_  possible  aggregation .of- adult; 
PHN'S  dO  Further-  technical  time  needed.  • 


Publications  or  Assurers.  FIT-82: 


•  U-.  •'('* 
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TECHNICAL  APPROACH!  Group  B  strepoccocal  extract  is  isolated  and  supplied 
to  us  by  Or.  Val  Hemming  from  USUHS.  Standard  consentrations  of  cells  are  studied 
after  addition  of  this  agent,  in  a  Sienco  Dual  Chamber  aggregator.  Chemotaxis 
will  be  done  using  Boylen  chambers  and  adult  PMN'S  treated  with,  and  without  Group 
B  strepoccocal  extract. 

solution . 

PROGRESS  DURING  FY  82i  This  extract  has  not  been  soluable  in  water  /  Pres¬ 
ently,  USUHS  is  supplying  us  with  a  more  purified  product.  There  is  some  evidence 
that  this  extract  may  act  as  an  aggre  .gating  agent.  It  also  appears  to  have  chemo- 
tactic  properties.  Further  studies  with  recent  purfied  extract  has  been  seriously 
limited  by  lack  of  technician  time  (they  are  involved  in  other  investigational  pro¬ 
jects).  These  early  results  need  to  be  confirmed,  as  they  will  add  greatly  to  the 
significance  of  this  substance,  as  described  by  researchers  at  USUHS.  We  need 
furhter  technician  time  to  complete  and  possibley  extend  the  newborn  PMN  study. 
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Dat£:qct  82 _ '.A-.-s  r*r  i  f>')- :  6036 _ ( 

SrA?ri:.U  Date:  Nov  81 _ _ .P.\ir_ty  tf>;-*rr  _ 

Kev  Uoaos:  Newborn  neutrophil,  aggrecatlon,  chemotaxis _ 

Title  cf  P.;ajccr:  Effects  of  Lactoferrin  on  Aggregation  and 
Neutrophils . 


Oct  84 


chemotaxis  of  Newborn 


PiM?;c1?al  IwF.snCATO1/.:?:  Bruce  A.  Cook  Maj,  MC  (until  7/82)  _ 

,  ,  ~s  Thomas  A.  Olson,  MD.Cpt.MC  £afteiT778Y5 

ASSOCIATE  lweSViCAia.:vs):  Paul  J.  Thomas.  mD.  LlC,  MC  et  al _ 

_  _ [  i’a-r/Svc:  Pediatric  Hematology /Oncology 


Facility:  IRA’IC 


Accumulative  fcGCASL  Ccst: 
N/A 


Accu;uAiTVj  Cc.iiMAcr  Cost: 
N’/A 


FY-83  i’SKASE:  Ccixituct  Cc.sr:  v  Cosi  : 


Accumulative  Co:  •' : 
N/A 


IV.ie  u;-  Cc.viira;;:  k-vhoval  Of 
'•m  FV:o;.>?S5  ;!epc.<t  fTft  2  5  WR3 


Suiov  03J~cnv£ :  To  study  the  effects  of  Lactofearin  on  the  chemotactic  and  aggregating 


abilities  of  newborn  cheutrophils . 

technical  A»pso.\:h: 

""  See  next  page 


pRCC.TE  3a  r.il!  i-.'O  f 

See  next  page 


[JlALSc.l  Or  SiJjJHCfS  S|'..J!£3: 

FY-82 :  6  Toial  (to  CL5): _ 6  Bs«3«5  Ct^S:  no*}  a*  SilOv  : 


-30 


SeR  lOUaAJ.  IHXFEU  TEO  SlOa  CfFECTS  III  O'J.iJiCTj  f*A 'n'iCli'.M'li::;  t.‘l  F’iIC  j'C.  ( i::  si  . 


_ none _ _ 

Co.,:c.'.;:.,g.'iS:  minimal  work  has  been  done  due  to  other  protocols  and  technician 

2)  Preliminary  data  indicates  that  further  studies  should  be  done  to  determine 
,athe  observed  effects  on  irreversible  newborn  aggregates  3)  study  should  con- 
continue  until  Oct  84,  as  one  year  has  been  insufficent  time  to  collect  data. 


fii'i.ic; ric::>  (,:  / 

none 
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Technical  Approach:  Using  approximately  1x10  ^cells/.Til  normal  adult  and  newborn 
neutrophil  aggregation  will  be  studied  with  a  Sienco  dual  channel  aggregometer. 
Lactoferrin  will  be  used  at  various  counterotations  to  determine  if  it  will  induce 
aggregation.  This  will  be  compared  with  standard  agents  much  as  ZA S  and  F NLP. 

In  a  slight  modification,  lactoferrin  will  be  added  after  known  aggregating  to  deter¬ 
mine  its  effect  on  the  irrereversible  nature  of  newborn  neutrophil  aggregation. 
Chemotaxis  will  be  studied  with  lactoferrin  using  adult  and  newborn  cells  in 
Boyden  chamber  and  difference  compared  using  count s /minutes .  Transmission  and 
scanning  EM's  will  be  done  on  the  aggregate,  also  increase  number  to  30  to  do 
adequate  aggregation,  10  to  do  chemotaxis. 

Progress  During  FY  82: 

We  have  only  studied  three  newborns  and  adults  to  date.  We  do  know  lactoferrin 
is  in  high  concentration  in  neutrophils,  and  breast  milk.  Other  studies  have 
shown  that  lactoferrin  has  a  role  in  augmenting  the  bacteriacidal  effect  in 
conjunction  with  rabbit  PMN'S,  but  its  effect  on  human  neutriphils  is  not  known. 

In  our  preliminary  results,  we  do  not  see  lactoferrin  as  an  aggregating  agent, 
but  it  was  able  to  cause  deaggregation^previously  impermeable  aggregated  newborn  P 
MN'S.  This  is  a  phenomenon  we  have  not  seen  before.  As  further  study,  this  res¬ 
ponse  is  essential  because  of  the  need  to  find  agents  which  will  cause  the  newborn 
PMN  to  deaggreate. 

Our  studies  have-  been  seriously  delayed  because  of  the  lack  of  technician  time.  We 
have  to  compete  with  other  investigators  for  her  time.  Also  newborn  cells  are 
not  readily  available.  For  this  reason,  we  had  to  delay  studying  the  phenomemenon 
and  we  have  been  unable  to  do  chemotaxis.  We  will  be  able  to  spend  more  time  with 
this  study  during  FY  83.  It  would  be  helpful  if  we  could  get  authorization  for  our 
manpower  justification. 
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MMadiak 


Ksy  lisajs:  Diet  Obesity  Insulin  Glucagon _ J _ _ _ 

Title  Cf  Project:  Effect  Of'  Dietary  Modifications  on  Weight  Change  in  obese 
Children  with  Different  Insulin  Responses  to  Glucose  and  Leucine 
Challenges  . _ _ _ 


Principal  Ihvestigator^s): 
Associate  InvcsnCATcn(s): 


Ch.andr._a  .M .  Tiwarv^.  M .  D  . LTC  .  D  ■_  Roberts  R .  N . 
Mary  L.  Maras  RD;  Wolfe  J.  Rinke  PhD,  RD 


Facility:  KVNC  X 

Dept/Svc:  Pediatrics 

AcoisuLATivE  icDCASE  Cost: 
_ -0- _ 

AcCUiT'JLAT I V3  CONTRACT  COST:  ACCUMULATIVE  SjPPLY  COST: 

16.625. 00  600-.00 

FY-83  KEECASS:  Contract  Cost:  Supply  Cost: 

-0-  -  T000  150 

D.vre  o?  Cg  viittec  Approval  0f„  „ 
Annual  Progress  Report  FEB  2  a  1983 

at -nari-Latri  f.  ..raaaArr.h  laboratory  Walter  Reed  Army  Medical 
Study  Objective 

in  improved  weight  reduction  in. certain  categories  of  obese 


:ause  the 
ire  this 

Center . 


To  determine  if  specific  dietary  modifications  can  result 
in  lmorovea  weignx  reduction  in  certain  categories  of  obese  children.  To 

PROGRESS  DuaifiC.  PY-82:  Six  patient  were  tested,  two  were  hyperinsuIT8'femi c  to 
both  glucose  and  leucine  load,  one  was  hyperinsulinemi c  to  glucose  only. 


Two  were  an  control  diet.  Two 
remaining  one  is  waiting  to  he 

luV.'iL*  0.~  SJ3JECT3  Studied;  augar  diet 

FY-82: _  Total  (to  date) : 


on  low 
-put  ■  on 


su 

-Bt 


mu 


one  on  low 

py  regimens 


protein  diet  and 


■  Due 


has  completed  the  3tudy.  She 
_  Before  Completion  op  Stogy: 


*irl  on  low 
lost  weight. 


ScRious/UfiExPccrco  Side  Effects  hi  S'J3jects  Participating  in  Project(if  v.v.z  so  state): 


CONCLUSIONS: 


No  conclusion 
studied . 


can  be  drawn  because  of  small  number  of  subjects 


Publications  op.  Abstracts.  FY-S2: 
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Date: OCT  82 


toy  Emit  No. :  6101 


Status:  1hte;;i?-i  X  F 


STAsri.\u  Date:  2  MAY  80 


Date  op  Collet  i  c:i  : 


83 


Key  iJoRas:  Acute  Lymphocytic  Leukemia,  Relapse,  Extramedullary  Sites 
Tmc  r-  Ppojsct*  fUli  Second  Induction  and  Maintenance  in  Acute  Lym- 

r  phocytic  Leukemia,  Phase  III  (Amended) 


Principal  Ifft'CSTlGATOaCs):  Frederick  B.  Ruymann,  MD,  COL,  MC 


AssecrATg  Ir:VcSTrCAT03(s):  Paul  J.  Thomas.  MD.  LTC.  MC  et  al 
Facility:  VRA’E 


Oept/Svc:  Pediatric  Hematology/Oncology 


Accumulative  ftEOCASE  Cost: 
N/A 


ACCUMULATIVE  CONTRACT  COST: 
N/A 


FY-85  iv£CCA5S:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 
N/a 


Date  o?  Committee  Approval  0? 

Annual  Progress  Report  pfr  2  5  1983* 


Study  Objective:  Investigate  the  effectiveness  of  multidrug  conditions  in 
the  re-induction  and  maintenance  of  remission  in  acute  lymphocytic  leuk¬ 
emia-  ra,l  ape— —to -axfcgamadull  ary-ai  cap. - - - i - s _ _ _ _ 

T£CHNiC/L  Approach :  Randomized  study  between  two  maintenance  arms  after 
induction  with  vincristine,  prednisone,  and  adriamycin.  This  protocol 
Is -used  in.  conjunction  with  appropriate  CNS  or  extramedullary  site  radio 
Progress  Dup.imo  FY-S2:  therapy  protocol. 


No  WRAMC  patients  were  entered  on  this  protocol. _ 

Nut-Sea  of  Subjects  Studied:  "~~™~ 

FY-82:  N^A  Total  (to  date): _  Before  Completion  of  Study:  n^a 

ScRIOUS/H'lEXPeCTEO  SfDE  EFFECTS  III  SUBJECTS  PaRTICIPATIiIS  Ifl  P.TO JECTllF  H&g  SO  STATE): 
None  ;  I 

CONCLUS  IONS : 

Study  remains  open  for  extramedullary  disease 


Publications  or  Abstracts.  FY-82:  None 
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fcv  toms:  m-AMSA,  acute  leukemia  (relapse),  non-Hodgkin's  lymphoma. 

Title  Cr  P?.0JiCT:p0G  #7919”Evaluation  of  m-AMSA  in  ChTTcfreh ‘witfi"Acute  Letik- 
emia  and  Non-Hodgkin's  Lymphoma  in  Relapse,  Phase  II. 


Principal  I»ws$TI*2AT<»Cs>:  Frederick  ^  Ruymann.  MD.  COL.  MC _ 

Thomas ,  HD.  LTC,  MC  et  al _ 


Ds»*r/Svc:  Pediatric  Hematology/Oncology 


Asset  i ate  If tvesr  r gato 


Facility:  I RAT 


Accumulative  f£0CAS£  Cost:  Acciiw avive  Cc-mucr  Cosr:  Acojmui  ativ-  S-jphly  Cost- 

N/A  N/A  N/A 


FY-85  INCASE:  C^thact  Cost:  S^y  Cosr: 


Pate  o=  Cc-AiirrES  Approval  Of 
ru hual  Process  Report  pro  2 


Stooy  03J-CTIVE:  To  stWy  the  ef f ec t i venes s  ‘of  m-AMSA'^s‘  air 'tn'auc  trig 'ag@nt“ 
I or "acute  leukemia  and  non-Hodgkin’s  lymphoma  in  relapse. 


TECHHiC/L.  Approach:  Non-randomized  study  for  non-Hodgkin’s  lymphoma  an 

acute  non-lymphccytic  leukemia;  randomized  between  two  different  dosage 
schedules  for  acute  lymphocytic  leukemia . 

Pnoc.-! e  S3  C.i'i ; fie  FY-S2 :  one  patient  entered  in  FY-81  (one  entered  in  FY  80  also) 
with  transient  response  of  the  peripheral  counts  but  no  apparent  effect  on 
-the. marrow.. _ _ _ _ _ _ _  ___ 

liUiLicil  Or  SliJrClS  oiUUIcil: 

Q _  Tom.  (yj  om _ \ _ fei-ctvE  Coy^tno::  c.~  Siuor:  ^/A 

ScRiQ‘j5/U.'iix?2CTcO  Sice  Effects  hi  S'.i3J:CTs  PiViTiciiwricG  in  Pi!Cjrcr(jv. mv-  s-i  ro . 

None  at  WRAMC  however,  reports  nationally  of  severe "cardiac  ;afrythmras 

CcviCL'JSlO.'iS:  Study  remains  open  with  the  precaution_o?r"cafaiac'mbnitbrtng 
continually  during  the  administration  of  the  drug  and  for  two  hours  thereafter 
along  with  careful  watching  of  electrolytes,  since  the  arrythmias  may  be 

related  to  low  serum  potassium.  .  ..  . 

No. patients  fpom  WRAMC  were  entered  on  this  study  in  FY  82. 


f’l.'iti  ICAflO.'ii  o.(  ZuiMH/ii.is.  IV  I>7:  NONE 


SUM 


STAsnrjj  Oat€:  Ml  ,nn.  so 


P'»i£  o-  Ca-i-inrica:  83 


_Kfcv  ^Q>dS:Rubida2one,  recurrent  acute  _  _le_ukemj.a_  _  _ 

Title  c?  PcoJicr:  POG  #  7818  Evaluation  of  Rubidazone  in  'Children' wi'tTT 
Acute  Lymphoblastic  and  Acute  Myelogenous  Leukemia,  Phase  II 


P<~! lf:Cl.3AL  hwi-sncATca's):  Frederick  B*  Ruymann,  MD,  COL,  MC 


Facility:  \Rti\C 

Dtpr/Svc:  Pediatric  Hematology/Oncology 

Acca-sjuvrivs  r£GCAS£  Cost: 

N/A 

Accu’iiiAVivi  Caiffucr  Cost: 
N/A 

A'yOPiUL.vriv;  Supply  Cost: 

R-85 

CaynACT  Cost:  Si^y  Cost: 

Rate  0?  Cc  AiiTVff  Approval  Or 
/‘■'MUM.  Pt'.(K1zSS  HaPC.iT  (TpR  2  5  iqp? 

in  children  with  recurrent  leukemia. 


TECHNICAL  frwttuai: Randomized  study  of  two  dosage  schedules  of  Rubidazone. 


Pmct-ss  Ihitnc  [Y-82:  One  additional  patient  entered" in  FY  81  (one  irTFOO)" 
with  a  transient  marrow  response  (acute  lymphoblastic  leukemia). 


Or  Su3J£CTS  SiljyJcJ: 


FT  82:  0 _  Total  (to 

SsfitOUS/U'/sX?5CTeO  SlO;  Er'rfc'CTS  III  SuTJ-CT 


2_ _ 

>  Faith nv.rnx. 

NONE 


Bf:f;0:lc  C(:M*Lt  no.'!  0*  S'L"jy : 

m  f'.:oj-cr(i;-  i:T.-:c  so  state)! 

\  ' 

*  ‘ 


The  study  remains  open;  more  patient  accrual  is  needed.  Group 
wide,  the  drug  appears  to  be  effective. 


fTirti.ICArro.'1-i  o :  AitiIi’a;  I  V  S2:  NONE 
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Date : or;T  82 _ jjfoS  fri:r  tin.:  6107 

Srmri:JS  Oat6:  14  July  80 


JsfAfus: 


D,\ if  Or  Cav,-t  rnc.i 


l/'T£iM;;l _ 

Nov  81 


Fi :\M.  K 


Ksv  IJoRDS:  Anguidine,  acute^ leukemia  in  relapse 

Title  Cr  P,:ojicr:  POG  #  7810  Evaluation  of  Anguidine  in  rRrraren  Wttti 
Acute  Lymphoblastic  and  Non-Lymphoblastic  Leukemia  in  Relapse,  Phase  II. 


PnifiCIAAL  l!iv;:ST>aATwCs>:  Frederick  B.  Ruymann,  MD,  COL,  MC _ 

Associate  IiivcSTICato:<(s) :  Paul  J.  Thomas,  MD,  LTC,  MC  et  al _ 

Facility;  VRA’IC _ _ _ j  flEi* r/5>vc :  Pediatric  Hematology/Oncology 

Accu-sulativs  rcliCASc  Casr: 

N/A 


Accii'-iti*  av  I  vi  Co.'i  i  i  ;al  i  Cost': 
N/A 


FY-S3  Vi 


Cn)aact  CcsT:  SW  Cosr: 


A^:«jlaiiv£  Supply  Cost: 


Date  o?  Cc."i;  nr?  i'mho'/al  Or 

hum.  Pno-SRHss  i{tw;.ir  FEB  2  3  1983 


Stooy  Objective :  To  study  the  effectiveness  of  anguldTnVTiV^ncfuclng’teMiS'sitbns 
in  children  with  acute  leukemia  in  relapse. 

TECHHiCAL  Ar?aoACn:  Non-randomized  study  of  anguidine  with  dosage  modification 
depending  on  degree  of  toxicity. 


Process  bmm  W-$h  No  new  patients  entered  in  1992“  (one  patient  entered 
in  FY  SO  with  transient  response). 


Hitman  of  Sujj-crs  Svuuida: 

FY-82 :  0  Tory,  (vo  oats)  : _ \ _ 

SsRiaosAL'isx^scTco  Sics  Errecrs  in  Subjects  Patti  cifv.rwc 


BefokS  Cc.y.H.fcfio; 


Ul  Pi!0J'.CT(  lr  i  I  O' 


0*  S : li'jy  :  N/A 
1  so  stats): 


_  NONE  : 

Cu'iCL'JSiOfis:  Tbe  study  is  closed.  Anguidine  made  no  apparent  contribution 
to  overall  disease-free  survival.  It  may  have  some  use  in  monocytic  leukemia, 
but  the  number  of  patients  studied  was  minimal. 


I'iiULlCATIOns  0.:  f  Y-S.?: 
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Date: nr t  a 2 


SfARrirA:  Date: 


Uc,S  Dim  6108 
2 4  MAR  80 


SiAiU'j :  liiTci:«:j 


h;y!.x 


Daif  c.r  Cti'-i-i rnc.i:  10/21/81 


Key  Fbaas:  M0*p»  OPP,  brain  tumors 

Title  cp  P*oj sct:  ?QG~I~762l  MOPP  versus  OPP  in  the  Treatment  of  Children 
with  Recurrent  Brain  Tumors,  Phase  III. 


P,-;t>:Ct?AL  Iov^T(aTO:t(s>:  Frederick  B.  Ruymann,  MD,  COL,  MC _ 

Associate  lnvesnGATai(s):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al _ 

Facility:  URtfC _ r _ |  [kpr/Svc:  Pediatric  Hematology/Oncology 


AcaraiLATivs  flEGCASil  Cost: 
n/a _ 

FY-83  i£|£AS£:  Cw^iact  Cost:  Su*',y  Co.; r : 


Accumulative  CcKHOAcr  Cost: 
N/a 


N 


N/A 


A^u  wlativs  Spply  Cost: 


Date  of  Cc.  vi  ■  rri  t-'  Approval  Of 
htnu*L  P*>ca=ss  Hepcxr  pen  •>  $ 


Stuoy  03J£criVc:  To  study  the  effect  of  vincristine,  prednisone,  'anifprocAtUazine 
with  or" without  nitrogen  mustard  in  the  treatment  of  children  with  recurrent 


TEcmiou.  Awoach:  Randomized  study  stratified  by  tumor  type. 


Paocs-ss  &BIHQ  FY-8Z:  No  VRAMC  patients  were  entered  on  this  study. 


flttssea  of  Su:.:j*cts  o.uoico: 

FY-82:  0 _  Total  (to  cats):  ® 


Ccssh-Eno:!  o.T  Srursy:  N/A 


ScR I OUa/Ui'IHXFSCTcO  SlOE  Eirtcrs  HI  SlBJiCTS  (V.’.f  ICIKM  IiiO  Itl  FVjJr.Ci  ( IF  COMe  SO  sr*rc) • 

NONE  ,  % 


tox'JStO-’is:  The  study  was  closed  10/21/81.  The  final  analysis  oF~data 
has  not  been  completed. 


f’lisUCAriOMS  u.(  Jtt.sfi'-H.is,  I )  Med  &  Ped.  One.  4i253,  1978 
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Date: oct  a? _ I.VvsJ'^im  f,o , :  6 ill 

Sr,\r-<ri,‘.u  flue:  3  MAR  80 


_ _ _  [  »>f  AlUl>  * _ Ujj L  »*  J ,'■}  __  f-  |;  ‘t)i 

fh.li  Cr>i“i  r  ricsi:  1983 


KtyjvJiOS:  Anguidine,  recurrent  brain  tumors 


Tl-rue  Cr  PnoJiCT:  POG  #  7812  Evaluation  of  Anguidine  in  the  treatment  of 
Central  Nervous  system  Tumors,  Phase  II. 


Principal  I»vF.snCAVi.:;(Cs>:  Frederick  B.  Ruymann,  MD,  COL,  MC 


-^S.?jXtATt:  ItlveSrfCATa^s):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al 
---1L1TY:  _ I  P;Pr/Svr:  Pediatric  Hematology /Oncology 

A^i-ajeAnvs  Sjpply  Cost: 


Accu.’ iulat i vs  r£tiCAS£  Cost: 
N/A 


- - 


FY-83  !■] 


Accii-:‘ji.AYivi  Cc.if.ucr  Cost: 
N/A 


N/A 


Cn)aact  CosT:  *****  Co:ir: 


TO 


c  Or  APPROVAL  Or 

/'-'iNUAL  P*0SSUS5  i’EPCPT  g|Tft  5  5  jgQ 


^2Lj?f.J=crfye:  To  study  the  effect  of  Intravenous- anguYSne'given'wVe'Jclv^ 
m  children  with  recurrent  brain  tumors . 


TlpiiCAL^a^,,:  Non-randomized  study  with  dosage"  ad  justments  for"L^Ii?id 
liver,  kidney,  and  bone  marrow  function  at  the  time  of  starting  therapy. 


Papers  CuYifiG  FY-8;<-  •  - - - - - 

date.  No  W^AMC  patients  have  been  entered  on  this  study  to 


f!u--3£;'»  Or  S'j'jj-cis  Siiijity:  NA  . . 

FY°"" — " -  Tor.-.L  (to  tufs):  0  __  Btfoph  Cc.--?>LErio:!  o.- SiLjr;  N/A 


ScRious/U^screo  S.o£  Ewers  m  S^crcI^r.aKuwic  m  PwjEcT(^l^r^,7c) . 

none  :  '  '  *  ; 


Study  remains  open  for  non-astrocytomas. 


him  icAfiOMi  o;  As1; fiur.n,  [  y  ■?.). f 


Abstract  submitted  to  ASCO. 
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Date:  net  82  1  I'ay  Eu r  l:a. :  6112 _ 

Sr/VUi:.U  IjUrf. _ 14  JULY  80 _  _  Da  i  f  it-  C <*ri  rr i o:i:_ 1 982 

fey  '.o*D$:  Rubidazone,  recurrent  solid  tumors 


Sj a fus : _ f '1'  •’ ! _ .  _  hpt  x~ 


TlTLE  Cr  Pi'.OJiCT: 


Children 


HH&1  sH?d*TjSor3s ,  WSi 1  Kl 


of  Rubidazone  in  the  Treatment  of 


Piltr.CtPAL  fjiV.-:SflCATC^(s>:  Frederick  B.  Ruymann,  HD,  COL,  MC 


Associate  l(!V£srtGAiO,3(s):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al  _ _ 

Facility:  IflA’lC _  I  Dip r/3vo :  Pediatric  Hematology /Oncology 


Acol'Wlativb  rECCASt  Cost: 
N/A 


ACCU’MAT  IVc  Cu'inTAU  COST: 
N/A 


FV-S3  iSj^SS:  CayoACT  Cast:  S^y  Cbsr: 


Accu.-;uLAiiYi  Supply  Cost: 


[■A  IT:  0.:;  Cc-;i:  17 t  T  ApPP.O'/AL  Or 
/TIKUAI.  PiiOi:l;SS  f!:P<ar  1983 


Stsoy  OsjECTiyg:  Xo  study  the  effect  of  rubidazone  on  recurrent  solid  tumors 
and  brain  tumors  in  children. 


technical  Approach: 


Non-randomized  study  with  dosage  and  adjustments  for 
impaired  liver,  kidney,  and  bone  marrow  function  at  the  time  of  beginning 

Ppax*s$y£ipific  f Y-£2: 


:t-  No  WRAMC  patients  have  been  entered  on  this  study. 


f!aac.<  of  Subjects  Siujicfl: 

FY-qJ :  Q  Total  (to  la i : )_: _ ® _ Bei-ohe  Co.'S’LEno::  o.T  S:lsy:  A 


ScHlOU3/H.':;X3cC7EO  S|0=  CrfECTS  III  S'JJOiCTS  pAiTlCIf’/.riHG  HI  Pi!OJ:.Cr(  Ir  CD.'!*  SO  STATE): 

NONE  ‘ 


Co.'ja'osioos:  The  study  is  closed.  There  was  no  response  to  the  drug  II' 
15  evaluable  patients. 


PimUCATio::,  o :  A:.-; r.-. .  i.;,  fy-S..’: 

NONE 


509 


PAT£:nr:T  82 


Ua-s  |r,“  r  :  611^ 


Start;:.;;  Date:  21  March  81 


Da  It  c«  Ca-i-i  mo:  i 


SfAfuu; _ l/-.T£i;i:-!  X  _  Ki.-y;, 

open  ended 


Key  Uasas:  Histiocytosis  X _ _ _ _ 

lin.6  Cr  Pi’.ojiCT:  pqq  #  7375  Evaluation  of  the  Natural  History  of  Histiocytosis  X. 


PPIflCIPAi. 


hiVSST(OAr?:.!(f.): 


Frederick  B.  Ruymann,  MD, 


COL,  MC 


Associate  It'VcSTiOAicu(s):  Paul  J.  Thomas,  MD,  I,TC .  MC  et  al 


Facility: 

Dtpr/Svc:  Pediatric  Hematology /Oncology 

Acovsjlativs  fcOCAiL  COST: 

N/A 

Accusaative  CuiffiAcr  Cost: 
N/A 

A'jcu-iULAi  ive  Supply  Cost: 

FY-S3  C^rp cr  to:  Cter: 

iMic  0?  Cc-rum  n  Apw-oval  Or 

I-ihoal  Pnosa-ss  [{fcPc.TT  ppR  2  5  1983 

STUOY  03JeCnVE:  ™  ... 

-  To  characterize  the  course  of  Histiocytosis  X  in  children  who 

have  not  been  previously  treated . 


T~ ■  ■■  ■■ !  —  ;DI : S tudies  of  extent  of  disease,  immunologic  competence,  effect 

of  disease,  and  effect  of  therapy  at  yearly  intervals. 


PROCESS  D'.I.IUIC  FY-f.2:  ,  "  . 

No  WRAMC  patients  have  been  entered  on  this  study. 


flu.'- Lie:'*  Or  SlJJJ.-XfS  SiUJIcO: 

0  Total  (to  CAi5):_ _ o _ 

SERlOJa/liTiXPECTtO  SlUE  f.rFECrS  J ri  Sj3JECTS  fV.'TlCH'AriilG  IN  PilCJ-Ci  ( IT 

NONE 


i o.-;  or  Sisor:  N/A 

i.O.'.c  SJ  STATE) : 

> 


The  study  is  being  revised,  in  order  to  collect  more  data 
concerning  the  pathophysiology  of  the  disease. 


f T InL ! C A r I OM .t  o.:  Avif.Vtt.TS, 

ASCO  C-335,  1978 


rY  -o2: 


Abstract: 


ASCO  C-65 


Publication:  Med.  Pediatric  Oncology,  8:35-40, 
3/17/80,  submitted  to  J.  Pediatr.  2/14/80. 


1976;  SPR  1976:  SSPR,  1977 
1980,  accepted  in  Cancer 
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Date: oct  82 _ 

|  I'o.-s  Dr  r  i'.'o.  : 

.6116  . 

|  Siatus:  lisTiiM:-!  x  PirA- 

$t,wi:.u  Date: 

2  MAR  80 

Da  it  i 

>  C(v,-triK\i:  1983 

Kev  1  inns : 

Hodgkin's  Disease, 

Stage 

III 

Title  c?  f'COJSCT:  POG  #  7612  MOPP  plus  Bleomycin  and  A-COPP  with  involved  Field 
Radiation  Therapy  in  Stage  III  Hodgkin's  Disease  in  Children,  Phase  III. 


P.HficiPAL  Iwsstioato^s):  Frederick  3-  Ruymann,  MD,  COL,  MC 
ASSOCIATE  If!VcsnOAici"i(s):  Paul  J.  Thomas ,  MD,  LTC ,  MC  et  al 


Accti'ajunvs  fEOCAx  Cost: 

N/A 

Accis-saa vrvs  Cub.wcr  Cost: 
N/A 

A^or.'jL.vnvs  Cost; 

FY-83  F£CCAS£:  Contract  Cost:  y  Cost: 

N/A  N/A  N/A 

Drtlc  0"  Cc.  '.'l:  r,T.,;  k-Vr'OVAL  Or 
/Vinual  Piioitsss  IUpo.-o-  FEB  2  5  Wfl3 

after  chemotherapy  with  either  MOPP+Bleomycin  or  A-COPP. 


TEcna ■: c.%  Appp.oaci i :  Randomized  study  between  two  chemotherapy  regimen  MOPP+Bleo 
(nitrogen  mustard,  vincristine,  prednisone,  procarbazine  and  bleomycin)  and 
-ArCOPP  (Adriamvcin..- .cyclophosphamide,  vincristine,  prednisone,  and  procar- 
Paoc.r=-s  f>i > i l~ig  FY-&?:  bazlne).  followed  by  standardized  radiation  tfiefapy,“Tollowed  by 
more  chemotherapy  with  the  same  drugs. 

No  additional  patients  have  been  placed  on  the  study.  The  two  on  study  remain  well. 

OF  SuOJiCTS  STUDIED:  " 


FY-82:  o 


Total  (to  cAi"):  2 


Hn-d:'=  C':::H.fc  f iO\‘  0."  Sjudy: 


S?Rtcus/te?5CTcO  Sics  frfecTs  m  Sy3j-C7s  !'»v?7(ciFv.ri,:c;  iTi  f'.wjscfCip  oxtTso’ stats): 


NONE _ _  : 

Study  remains  open.  Group-wide,  there  does  not  appear  to  be  any  signif¬ 
icant  differences  in  the  two  regimens. 


f'lMUCACiOri..  o<  f:;.  I  V  3>: 

NONE 


.j 
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^  ll  . .  iim— t 


1  Uo-x  Dr.  i  fa.  :  6117 _ [siaius: _ luTuiMy  __X  _  h::pv. _ 


Sr(wri:.‘o  Date:  14  July  8l 


D.Mr  cl-  Cavi  men: 


Ktv  l&as:  CNS  leukemia _ _ _ _ _ _ _ 

Title  c?  P,:ojiCT:  POG  #  7712  Comparison  of  Treatment  regimens  for  the  First 
CNS  Relapse  in  Children  with  Acute  Lymphocytic  Leukemia,  Phase  III. 


PiUr-Cl?*.  lv,v^7lCM.o/,sV.  Frederick  B.  Rtiymann,  HD,  COL,  MC _ 

As  sect  Ate  IhvcSTiCaTO'-tCs):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al _ 

Facility:  KMC _ _ _ iPtHr/Svc: .  Pedi  a  trie  Hematology/Oncology 


Accumulative  fcCCASi  Ccst  :  Accumia  aw«  Cairn  act  Cost:  Accumulative  S-j??ly  Cost: 

N/a  n/a  _  n7a 


FY-83  F£CCAS£:  Ccwnucr  Cost:  Sipm- y  Cost:  Date  or  Cvw.ffiz  fapzo val  0,: 

N'A  N' A  N/A  fstHUM.  Pnosasss  PyEPcnr  FFB  2  5  1QR1 


Stuov  p3J-:cny£:  To  study  the  effectiveness  of  radiation  therapy  and  intrathecal 
therapy  in  the  treatment  of  CNS  leukemia;  to  study  the  effect  of  maintenance 


cun; cal  rwao.xn : 

After  successful  therapy  with  radiation  therapy  to  the  skull  and 
intrathecal  therapy  (methotrexate,  hydrocortisone,  ARA-C),  radomization  between 
ftOr$yrtty?tj  ^hepapy  vs  intra tKecal  “ther apy~every‘S  weeksT  Requires  systemic  re- 
-lnK^tTdrr'pTOtocoT  in  addition  to  the  CNS  therapy. 

NO  WRAMC  patients  were  entered  on  this  study.  _ 

dilMsH  OF  SujJ’CfS  oilUlcD: 

FY-S2 :  Q _  Iot.m  (to  i:\ij):  ® _  _  lferonH  Commle  i  i0::  or  Sicsr:  N^A 


ScH  1 3U  3/Ui'IHX35CTt  0  SlUs  EFFECTS  III  S'.MJiCTS  (VvTi- 1C  (PATHS  IN  fVCJ:.CT(  IF  (:T.':£  vj  STATS): 

NONE  *  ' 


STASri.’S  C/.T6:  14  July  SO  ___ _  &,\ir  Cfv,-l  mo.,:  8^  _ 

fey  llaos:  Non-hodgkin's  .lymphoma  _ _ 

Title.  Cr  P;'oj.Ci  :  Pqq  #7905  ACOP-plus  for  Non-Hodgkin’s  Lymphoma  in  Children, 
Phase  III. 


P,?lf.C(?AL  ! rw£ST l c-atot ( s ) :  Frederick  B.  Ruymann, 


MD,  COL,  MC 


Assoc  1  Ate  lfivesTfGAioKs):  Paul  J.  Thomas,  MD,  LTC ,  MC  et  al 


Facility:  tfWE 

Dter/Svc:  Pediatric  Hematology /Oncology 

Acar-iULATivs  f£0CAS£  Cost: 

N/A 

Accumulativc  Ccnnucr  Cost: 
N/A 

A^jmulaws  Supply  Cost; 

FY-83  fHJjjASS:  CoyrucT  Cost:  Su^y  Cost: 

p/iFE  o:~  Cu  viirru'  Approval! 

/VlHUAL  PiTOSRSSS  REPORT  jjfc. 

Or' 

B  25  1983 

Stuoy  03JccrtY£:  To  study  the  effectiveness  of  radiation  therapy  plus  ACOP-plus 
chemotherapy  vs  radiation  therapy  plus  LSA_-L_  chemotherapy  in  inducing  and 

maintaining  .remissions — i-n— Phi  Irihnnri  nrm--HnHgki  n » s  1  ymphoma?! .  _ 

TgC-HM :  CAL  Approach : 

Randomized  study  between  the  two  chemotherapy  arms. 


— ^  One  patient  was  entered  in  FY  82  and  is  still  in  induction  therapy. 

The  two  patients  entered  in  FY  80  are  still  in  remission.  The  patient  entered 
-in  -EY— 82-has-  since-died.. _ _ _ _ 

fiu.'3c;i  Or  Su.iJ.-CTS  SiUJido: 


FY-82: _ 1 


Total  (to  cat?):  4 


IfeFOiiS  CoMn.h  r j 0::  0."  S:cy.': 


S'P.lOilS/U.'lzXi’SCTcO  SiUz  frrfc'Cr  j  1(1  Su.lJiCrj  I’AiflCIlVJ  lt!0  If!  IV'JJr.Ci  (  Ii:  i:X!s  fi-J  CTAT  !■) : 

NONE  : 


Co.':c|.,J3(0.,is:  Study  remains  open 


f'lliil.  tCATlO.'K  0.;  Aii'-.tl'.tLrs.  fv 

NONE 


5*3 


Date: oct  32 


Bn.:..  urn  _ _ ^ _ SfAiiiv:  JnTuMjLX _ Fi 


(imc  v:-  CfV'i-i  mai: 


11  March  81 


Si  A'-i  r  i  :.U  Q/.te; _ ^  £“3^  ®° _  _  _ 

fer  Uaaas:  Retlnob lastoma,  Unil a ter a 1 _ _ 

Title  Cr  PiOJ£CT>poG  //  7796.  Adjuvant  Chemotherapy  for  Localized  Unilateral 
Retinoblastoma,  Reese-Ellsworth  Group  5,  Phase  III. 


PniKCWl  l!«MT(«raiCs>:  Frederick  B.  Ruymann,  MD,  COL.  MC 


Facility: 

wre 

1  IWr/Svc:  Pediatric  Hematology/Oncology 

Accumulat i vs  r£UCA3£  Cost: 

N/A 

AcccaiiArivi  Ca'ifiucf  Cost: 

N/A 

A^cumulat i ve  Supply  Cost: 

Rf-83  IgJjj/BS:  C^rwcr  Cost:  S^v  Cost: 

Date  of  Cc-iirrcE  A^psoval  Or 
h hum.  PiIoipess  Repair  pm  9  s  iqm 

after  enucleation  of  unilateral  retinoblastoma.  Reese-Ellsworth  Group  5. 


1 FO* i ■L..k*'>';o:>Dl Randomized  study  between  chemotherapy  with  vincristine  and 
cyclophosphamide  vs.  no  chemotherapy. 


Papers  Ciiaitic  FY-S?:  There  have  been  no  new  patients  on  this  study.  The' 
patient  entered  in  FY  81  has  had  no  sign  of  the  retinoblastoma  with  the 
chemotherapy. _ 

flULHsU  Or  SujJ-crs  SiliOlcD: 

0  Total  (to  cite):  1 


FY-82: 


feFOj'.c  Ca-^Lfc  no.-:  o.7  Sruor:  N/A 


$cRlCU5/U.TSX3cCT£D  S|D£  EFFECTS  1(1  S’.HJECfS  PiVViTCtPATIiSO  Ifl  f\!OJZC7(lr  1:0,':=  SJ  STATE) : 


-HQNEL 


Cu.;"L’JS(0.'i5: 


Study  was  closed  by  the  group  because  of  slow  accrual  from  two 


groups  (approximately  120  treating  institutions). 


hwi  iCAriorii  o  :  h  '■!: 

NONE 
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Date  : 


t.'a*  C«:r.to-:6120 


Key  Uisaas:  T-cell  ALL 


Title  Cf  PiioJlCT:  pog  #7837  Evaluation  of  systemic  Therapy  for  Children  with 
T-cell  Acute  Lymphocytic  Leukemia,  Phase  III. 


PiUKCSML  FfiVES f  ioai  t  Frederick  8.  Kuymann,  MD,  COL,  MC 


Stuoy  03JgCTtvg;  To  evaluate  two  different  methods  of  chemotherapy  for  the  treat¬ 
ment  of  T-cell  leukemia. 

:  Randomized  study  between  the  "Duke"  regimen  and  POG-modified 
LSA--L-  regimen.  Basically,  the  "Duke”  protocol  is  a  more  intense  modification 
af  the,  usual -ALT.  piotocolt-the  LSA.-L-ja  modified  version  of  Sloan-Kettering ' s 
Process  f?-jai»o  FY-82:  lymphoma  protocol.  "  ~ 

There  have  been  no  patients  entered  on  this  study  at  WRAMC  in  FY  82.  Four 
-pet-i-ent a- have-been  entered— in— the-  paat—  -One—failed-induction-and-jaa.?.. taken  off  study, 
fitt-dcit  Or  Subjects  SruoicJ:  Three  patients  remain  in  remission. 

FV-82 :  0 _  Total  (to  imvf):  4  lirmn?  (Wi  prim  r,r  N/A 


HrriVr  Cox*i  Ffia'i  or  Sicar:  N/A 


file"  arm  o^  therf£utiy 'wAs^tfibib'd'  fi^'W^l1?1  {firt?  tb^  'thfe^K^Lgii  PfAtte1  'of  testic- 

ular  relapses.  >  v 

Com'l'J 3 ro?i$ :  Study  remains  open  aaT rion-r ahd'dmlYed~s ctlflynjsi  ngpthe  L2  arm-  only 

VTtTflnddification  to  include  cranial  radiation  because  of  the  higher  number  of 
CHS  relapses  on  this  arm. 


PtmUCAnorii  o:<  Aunfi'.w.rr,,  ()'■&: 

Pilot  Datat  Clinical  Res.  Vol.  27  #5.  Abstract  A  815,  1979,  Clin.  Res. 


♦ 
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Pats : OCT  82  1  ! fo>S  ■  _r  f*o. :  _ 6121 _ j  S[ai  jj> : j*j _ Hj y  •  __ 

SfA^rir.u  P;,T£ :  u  Feb  80 _ Dais  cf  Ccf-i-trric:i: _ On-going  register 

Key  \qxjS: _ Rare  Tumors,  Childhood  ___  _  _  _  _ 

Title  cf  PjojJCT :  POG  #  7799  Rare  Tumor  Registry 


_P,->  [>;ci?AL  Iwssn-3AT3.-I<s>:  Frederick  B.  Ruymann ,  MD,  COL,  MC 
AssnctATE  Irvcsifui n::(s):  Paul  J .  Thomas ,  MD,  LTC,  MC  et  al 


Facility:  m;:c 


Dtpr/Svc:  Pediatric  Hematology /Oncology 


Aecii-aA.vi  rvi  Cc.;riucr  Cost: 
N/a 


Accumulative  fc£iCAS£  Cost: 

N/A _ 

FY-33  fgftASE:  Co.ypACT  Cost:  S-^y  Cost: 


A'^X-WLAflV;  SUPPLY  C037: 


Date  or-  Cc.-urrrr  <Y»pr oval  Op 
hum.  F\to-jriss  Hepc.it  FEB  2  5  wat 


Study  Objective:  To  accumulate  data  on  unusual,  uncommon,  infrequent,  and  rare 
tumors  of  childhood. 


TEChm;cal  Approach :Ree1.,rTy  with  pathology  review  of  patients  with  rare  tumors 
with  annual  reporting  on  status  of  patient. 


fR0C:T^3_[':.iT  1,-10. F (j;2 :  One  patient  with  synovial  cell  sarcoma  was  entered  on  this 
protocol  in  FY  81.  There  were  no  new  patients  at  WRAMC  in  FY  82. 


[!u,"i>=;»  of  Subjects  StupicD: 

FY-S2 q _  Total  (iu  daie):_ 


1  . 


Bri-ons  Comple  no::  o.*  Study: 


Sf.R l Oil a/li'liXPSCT £0  S(0=  ErffcCTS  III  SUBJECTS  P.YiTICIIVJHlG  (fl  t’i!0J".Cr(  lr  i:3.\j  S3  STATE): 

none  :  '  V 


Cq';(*i  »j2  fO?J5: 

— ’ — = - '  Registry  remains  open,  studies  of  certain  tumors  are  being  planned 

using  data  from  the  registry. 


Publications  O.T  f  Y -oi :  NONE 
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Pats : nrT  8? _ Lfe1'-.*? r  . -6R2.  ■  _ I  Si^rus: _ fyirei:trj _ h.?.,.* . 

StaxtkJS  Date:  14  July  80 _ _  l?82 - - - 

fev  Caps:  CNS  Leukemia _ _ 

Title  c?  Project:  poa  #  7829  A- Comparison  of  ‘Two  Dose  Reg linens  of  Intratheca 
Methotrexate  for  Treatment  of  CW5  LeuKeroia,  Phase  IX • 

ftHNCWl  Iwestigat^'s):  Frederick  P.  Ruymann,  MD,  COL,  MC _ 

Associate  |[;vesrfGATO'.’).(s) :  Paul  J.  Thomas MD,  LTC,  MC  et  al _ 


Facility:  mf. _ fotK/Svc:  Pediatric  Hematology/Oncology 


Accumulative  tcGCASl  Cost: 
N/A 


Accumulative  Cc:;nucr  Cost: 

N/A 


[“CO  I 


Contract  Cost: 
n/a 


Sj-ff  Cosr: 


Aocumulativs  Supply  Cost: 


m 


Date  o.=  Cc.:W7cE  Approval  Or 

hui ual  Process  i1epc.it  PEB  2  5  TQtn 


Study  Object i ve:  xo  evaluate  the  effectiveness  and  toxicity  of  two  dose  metho¬ 
trexate  dosages  given  intrathecally  for  the  treatment  of  CNS  leukemia. 

technical  A^ao.;qi:  Randomlzed  study  between  standard  dose  methotrexate  and  low 
dose  methotrexate  given  intrathecally  for  the  treatment  of  CNS  leukemia. 

J.oc:T»ss  Di.iP.uio  fY-82:  No  WRAMC  patients  were  entered  on  this  study  in  FY  81. 


I'Ut-aSN  Or  SuiJECTS  STUDIED: 

FY-82:  Q  Total  (to  oais).:_ _ q _  tero:?s  Cur-^Ltno::  a-  Study:  _ 

SeR '.ous/ILtexpscTcO  Side  Lpeects  in  Subjects  pAvricifv.riitc.  in  f’iioj-.cr(iK  co::-  so  stats): 

NONE _  _  v 

CasOJXi.lOni:  The  study  i8  dosed.  The  accrual  rate  for  patients  was  very  small 
The  induction  rate  on  low  dose  vs  high  dose  methotrexate  is  fairly  equal. 
More  research  will  be  done  in  this  area. 


Pim.  iCArtorii  as  A:.  rs.  fY-Sr/: 

NONE 
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.Pats: oct  82  i  lay  ur. r  (,o. :  6123 _ 

Sw<ri:.s  0/.T€ :  24  March  80 


Si/.ru:,:  _|iiTi;i!i:)  X_  _ h;>. 

. .  1981 


_ Pa ig  Or  Cb-i-irnc^i: 


_Ksv  Ibaas:  Acute  Lymphocytic _Leukemi a 

Title  Cf  PjiOjicT:  FOG  #  7623  Evaluation  of  "Systemic  Regimens '  LiTThe  Treamnantr 
of  Acute  Leukemia  of  Childhood  (ALinC  12) 


Pi'!(f:ct?AL  liiVESTiGATcnts):  Frederick  B.  Ruymann,  HD,  COL,  MC 


_AssoctATE  !rwcsrtCA'ia;(s):  Paul  J.  Thomas ,  MD,  LTC,  MC  _e t_a  1 

-EAgjMTY:  IT-A’IC _ _ _ |~l)jHr/Si/c:  Pediatric  Hematology/Oncology 

Accumulat i vs  icUCASl  Ccsf: 

N/A 


fY-83  ru-u\ 


AcciisAAitv,*  CoAiitACi  Cosr: 
N/A 


Cjjywcr  Cost:  S^j,  Coir: 


A(xuv,ulat  i  vs  Cost: 


P-'ii'if  or  Cc.vii  rrr:'  A-'R.^oval  Of 
/YiHUAi.  Poost-ss  liEPG.K  FEB  2  5  igtn 


^  q  "*  ™ *^" ** "* *  —  * ■-  — ^ ^  ^ i  »  „ 

-  '  To  investigate  more  intensive  therapy  vs  less  intensive  therapy 

in  the  treatment  of  standard  risk  and  high  risk  acute  lymphocytic  leukemia,  non-T, 

tMtST  Approach:  Randomized  study  between  three  treatment-T5g'imens-wtth-var- 
iation  in  the  intensiveness  of  therapy  in  the  maintenance. 


P*OC:?H$  L‘:i1uk  FY-?,?:  ~  - 

There  were  no  patients  from  WRAMC  put  on  this  study  in  FY  82. 
— T^ere  have  been  eight  patients  put  on  this  study  in  the  past  three  years.  One 
S^TSpse^, “the  others- a^KiWed'a-satisfactory-  remts^ion.- 

FY-S2 :  0 


Total  (to  oatf): _ 8 _ Before  Cc^tnci::  or  Sil-jy:  n/^ 


SeRiaus/UnsxRscTco  Sio.-:  Effects  m  &^crslvariu,v,riis  in  P.sojeciCik  - 

NONE _  ;  '  *  v 

,Scudy  closed  ^  1981  with  the  activatioif  of" the  ne7t~^?TtI^n 
protocol  (ALinC  13).  Patients  will  continue  to  be  followed  on  this  protocol. 


PiiiM  (cat i on.  o<  Ai.'in’ «  rr..  fy  ?>.: 

Monographs  in  Pediatric  Hematology-Oncology  (in  press) 
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Pats: oct  82  !  i.'o;K  I'm;  f  f.n. : _ 6124_  _ 

cri!,r,.,.  n.rc.  24  March  80  i .  , 

aiA.-<rl..u  1JaT£: _  lv.lt  Ct  U-,i~l  .  l  io.'i: 


Si/.rus: 


i:  ftiuy _ X 

1983 


(•  i;:.' 


KeyJ&OS:  Wilm's  Timor 


Tine  cf  Piiojicr: 


POG  #8000  The  National  Wilm's  Tumor  Study 


Prikcipal  fiivi-sTicArc-i 


Frederick  B.  Ruymann,  MD, 


COL,  MC 


.  Associate  liiv-esTrCATaiCs):  Paul  J.  Thomas.  MDf  I.TC,  MC  et  al 


Facility:  IRtfiC 


DcPf/Svc:  Pediatric  Hematology /Oncology 


Accu-wlativs  r£PCAS£  Ccsr : 
N/A 


Acclv :u. av ( vc  Cc.'irrucr  Cost: 

N/A 


Accu-i'jlativs  Supply  Co 
n/a 


FY-S3 


Contact  Cost: 
N  /  A 


TO 


Y  Cost: 


P/vre  o?  CGv.'i!TTee  Approval  0.- 

Aihual  Piioos-ss  f’.spcRr  FEB  2  5  1983 


^TvPT  Q3J=CT1V£:  to  study  the  therapy  of  different  stage  and  histology  of  Wilm's 
Tumor  using  surgery,  radiation  therapy,  and  chemotherapy. 


technical  Approach  Randomized  study  by  stage  (I-IV)  and  hFstology  (ravoratrteror  unfav¬ 
orable).  Randomization  between  two  chemotherapy  regimens  and  two  radiation  therapy 
dosages  except  for  Stage  IV  and  all  stages  of  unfavorable  histology,  all  of  which 
Pt?OC:?.:5S  IkmtK  f'/S'1:  *Te  treated" 'with- maximaX  tadiarion-therapy-and-ehemotherapy . 

*  tour  new  patients  were  treated  in  FY  82.  Four  are  in  remission,  and  the  fifth 
is  still  in  induction  therapy.  Five  patients  treated  earlier  remain  disease  free. 

Or  $UJJ.-crs  SilDlcD;  .  *  . 


FY-22 :  5  Total  (to  daie): _ ^ _ 

ScHnyjsAl'i~K3ccreo  Siu~  L>.-ecrs  in  Sihj-cts  fVviricifv.riiiC 

NONE 


fef'OHS  Couple nor:  o.r  SrciiY: 


iri  fVoj-.crCiK  i!3::s  so  stats): 

.  * 


Cu.'lO.'JjlO.’iS: 

The  study  remains  open. 


Epidemiologic  features  of  Wilm's  tumor.  JNCI,  March  1982,  Breslow  and  Beckwith 
PUBLICATION: 

"Biology  and  Management  of  Wilm's  Tumor".  Cancer  in  the  Young,  Levine. 
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l.'ar<  I'.'t:  r  f.'o. : 


6125 


$TA?tn:ji  O.'.re:  18  Sept  JO. 


S]/UU5 : I  ilTi-iMH _ F|::A!. 

O/iit  Or  Coi~lTllC.-|: _ 1983 


Key  \bsas:  Medulloblastoma,  Ependymoma _ _ _ 

Title  CP  PROJECT:  pqg  #  7909  Evaluation  of  MOPP  Adjuvant  Chemotherapy  in  the 
Treatment  of  Localized  Medulloblastoma  and  Epedymoma,  Phase  III. 


P,~!lf:C(?Ai_  IfjVi-sT 1 CATOi't (r. > : 


Frederick  B.  Ruymann, 


MD,  COL,  MC 


Associate  lnv6srrCAiQ:';vs):  Paul  J.  Thomas,  MD,  LTC ,  MC  et  al _ 

Facility:  KW:C _ f _ [jjtpf/S-,r :  Pediatric  Hematology/Oncology 

Accwsjlativs  fSOCAi  Ccsr:  I  Accusative  CaunAcr  Coir:  Acicu-iolativs  Supply  Co 

M/A  N/A  N/A 


FY-S5 


CoyrucT  Cost: 


smv 


Cost: 


Date  0?  Cawm?  Approval  Op 
/YIHUAL  P.YJiRHSS  WSPG.iT  FFR  2  5  IOPR 


Study  OijECTiVc.'To  evaluate  radiation  therapy  alone  versus  radiation  therapy"  plus 
chemotherapy  with  4  drugs  (MOPP)  in  the  treatment  of  localized  medulloblastoma 

and  ependymoma? - — - - - - - 

TEchh ; cal _ Approaci  1 :  Randomized  study  between  radiation  therapy  with,  and  radiation 
therapy  without  chemotherapy  with  MOPP.  A  non  randomized  arm  has  been  closed. 


Process  t/'u-riiTO  FY-S2:  One  patient  from  WRAMC  was  entered  on  this  study  IrTFiT  82 . 
Patient  had  a  severe  reaction  to  Procarbzine,  and  was  removed  from  study  at  the 
parents  request. _ _ 

flu'-ssa  Or  Subjects  Studied: 

FY-o2j _ 1  Total  (to  i:.\il)_:_ _ 1 _ L;-.i;u<=  C(;:>'Lfc r  1  o.--i  op  Siljy: 

Serious/IItiX’ectcO  Sice  Ct.-fcts  in  Subjects  f'AiTicuv.riao  in  Pi:ojicr(ir  njr.c  so  state): 

The  MOPP  courses  occasionally  result  in  moderate  myelosuppression2  This  ha*2 
— been  reduced  by  drppping  the  dose  of  nitrogen  mustard  ‘from  6. mg/m  to  3  mg/m 

Cu'iO-'.JSio.’is: 


The  study  remains  open. 


f'lltii.  (CATIOrii  0.:  A.,-. I,'..,  fv  S/: 


NONE 
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w 


Date: oct  82 

WcflK  Cm  :t  ffa. 

:  6126 

Status:  Interim  X  Firju. 

Star t if. u  Date: 

14  July  80 

Date  of  Collet ic:i:  March  1981 

Key  libRDS:  Retinoblastoma, 

extra-ocular 

Title  CF  PROJECT:  POG  #  7994  Therapy  for  Extra-ocular  retinoblastoma  with  Cyclophos 
phamide,  Vincristine,  Adriamycin,  and  irridiation.  Phase  III. 


Principal  Iif.'SST tGATCR Cs) :  Freder^.clc  B<  Ruyroann,  MD,  COL,  MC 


Associate  IwestigatorCs) :  Paul  j 


Facility: 


Accumulative  r£QCASE  Cost: 
N/a 


Thomas.  MD,  LTC,  MC  et  al 


Dept/Svc:  Pediatric  Hematology /Oncology 


Accumulative  Cohtract  Cost: 
N/A 


A^jmulativs  Sjpply  Cost: 


FY-83  RE 


Contract  Cost: 
I  a 


:  HW 


y  Cost: 


Date  of  Committee  Approval  0? 

Annum.  Progress  Report  FEB  2  5  1983 


STUDY  03JcCTivE:  To  study  the  effect  of  chemotherapy  and  irridiation' Tn'tKe  . 
treatment  ot  extra-ocular  retinoblastoma  by  class  and  degree  and  type  of  spread. 


TECHNICAL  Approach  :Non-randomized  study  with  treatment  specified  for  each  class  of 
extra-ocular  retinoblastoma. 


PROGRESS  DuaiflS  FY-82:  The  patient  entered  in  FY  80  continues  to  be  disease  free. 
No  new  patients  have  been  entered  on  this  study.  The  study  is  closed  because 
of  inadequate  accrual  of  patients  (group  wide).  _ 

KuMBsa  Or  Subjects  Studied: 

_ »  Total  (to  dats)j _ l  Before  Completion  a-  Study: 

Serious/Ui’/expecteo  Side  Effects  ih  Subjects  Participating  ih  ProjectOf  ro$e  so  stats):  • 

NONE  '  '  V 

Co.NCL'Jj-[OfiS:  study  is  closed;  however,  the  patient  will  be  continued  to  be 
followed  for  long  term  follow-up. 


Publications  or  Abstracts.  FY-S2: 
NONE 
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DATE:nrT  82 

Hoes  liuiT  No.:  oa 

I  Status:  Ikterjfj  y 

Fi::al 

Startup  Oate: 

>  May  80 

Date  of  Cot-let  ic:i:  1983 

Key  Ibaas:  Extra-medullary  Leukemia _ _ _ — _ 

Title  c?  Project:  TOG  #  7901  Rescue  Therapy  for  Non-CNS  Extra-medullary  Disease 
in  Children  with  Acute  Lymphoblastic  Leukemia.  Phase  III. 


Pf> ir:ct?AL  ItiVESTfGATcaCs): 


Frederick  B.  Ruymann,  MD,  COL,  MC 


Associate  InvestigatorCs):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al 
Facility:  USA'iC 


Oept/Svc:  Pediatric  Hematology/Oncology 


r~  ~~  i ,,  


Accumulative  fctlCASS  Cost: 
N/a 


Accumulative  CaiTRAcr  Cost: 
N/A 


Accumulative  Supply  Cost: 
N/  A 


-83  /Syuo 


CONTRACT  Cost: 


Hk 


y  Cost: 


Date  of  Committee  /ipproval  0? 

/'.'mow.  Progress  Report  CFR  2  5  1983 


Stuoy  03JgCT[Ye:  To  determine  the  effectiveness  of  radiatioii  therapy  to  local  areas 
of  extra-medullary,  non-CNS  leukemia. 


TECHHiCAL  Aa?POACn:,  Non-randomized  study  using  specified  amounts  of  radiation 
therapy  for  extra-medullary  sites  of  leukemia  relapse.  Requires  concurrent 
eyafntnl  r*  rhomnrhprapy . 

Progress  CuairiG  FY-82:  One  patient  previously  entered  in  FY80.  No  new  patients 
entered  on  this  study  in  FY  82. 


flur-ScR  o?  Subjects  Studied: 

FY-82:  o  Total  (to  date) :  1 _  Before  Completion  of  Study: 

Serious/Ui'iewscteo  Side  Effects  in  Su3jects  Participating  in  Project!  i f  hone  so  stateJ  : 
NONE  •  '  • 


Co?:CLU3tOfis:  Study  remains  open  with  apparent  reasonable  success  of  therapy  re¬ 
ported  by  the  group. 


Publications  or  Abstracts.  FY-S2: 
none 
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pATgjfld  S2  Was  Emit  (to.:  6130 


Status:  turciur-i 


Fi::al 


Start  i.\d  Date:  22  0ct  80 


Date  of  Co-r-LcTic.i:  1981 


h\£Y  liQftDS:  MonrnhT  a fif.nma  ........ - - - ■  - ; - r-  —  . . 

Title  CF  PfOJECT:  POG  #  8002  Combination  Chemotherapy  with  Adriamycin  Cis-diamminedi 
cloroplatinum,  Vincristine,  and  Cytoxan  in  Children  with  Metastatic  Neuroblastoma 

Stage  IV.  _ _ _ _ _ _ — - - — _ 

„  ,  ,  \  Frederick  B.  Ruymann,  MD,  COL,  MC 

Principal  InvestigatorCs):  -  _ _ _ 


Associate  Investigatoris;:  Paul  J. 

Facility:  WWE 

.  Thomas.  MD,  ut,  nu  ec  aj. 

Dept/Svc:  Pediatric  Hematology/Oncology  • 

Accumulative  rcOCASS  Cost: 

N/A 

Accuituutive  Contract  Cost: 
N/A 

Accumulative  Supply  Cost: 

N/A 

'  FY-83  igljASE:  Contract  Cost: 

Su^f^Y  Cost: 

Date  of  Committee  Approval  Of 

1  Annual  Progress  Report  FEB  2  5  198? 

on  stage  IV  neuroblastoma. 


TEchn ? CAL  Aa?aOACn:  Non- randomized  study  using  four  drug  chemotherapy  regimen 
devised  by  investigators  at  Washington  University,  St.  Louis,  MO. 


Progress  During  FY-S2:  No  WRAMC  patients  were  entered  on  this  study  in  FY  82. 


[!Ur‘3c.T  Or  SUBJECTS  STUDIED: 

FY-82:  °  Total  (to  date) :  ° _  Before  Completion  of  Study: 

Serious/Unexpscteo  Side  Effects  in  Subjects  Participating  in  Project(if  luwg  so  state): 

NONE  *  V 

Conclusions:  The  study  has  been  closed  due  to  an  adequate  accrual  of  patients. 


Publications  or  Abstracts.  FY-32: 

Manuscript  submitted  to  Cancer  Treatment  Reports  5/19/82. 
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Pat; 

Starting  Date: 


1  OCT  80 


Da  T  EPrCojr  LcTic:  I 


Key  lloftps:  Immune  Complexes,  circulatin 


Title  cf  Project:  POG  #  8075  Circulating  immune  Complexes  m  Pediatric 
Malignancies. 


Principal  Invest igatcr(s>:  Frederick  B*  RuyTnann*  MD*  C0L’  MC 


Associate  Investigators): 


Facility:  C 


Thomas,  MD,  LTC,  MC  et  al 


Dept/Svc:  Pediatric  Hematology/Oncology 


Accumulative  rcQCASS  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost 

N/A  N/A  N/A 


FY-85  i^CASE:  Contact  Cost:  Su^y  Cost: 


Date  of  Cctiittee  Approval  0 
Annual  Progress  Report  i 


Study  Objective:  To  measure  the  levels  of  circulating  immune  complexes  in  the 
serum  of  patinets  with  leukemia,  neuroblastoma,  and  osteosarcoma,  before, 


--CH|— v-L  APPROACH:.  Serum  from  patients  sent  to  reference  laboratory  for  detection 
of  circulating  immune  complexes.  Levels  of  the  circulating  immune  complexes  will 


During  FY-82:  No  WRAMC  patients  have  been  entered  on  this  study. 


hUrSeft  Or  SUBJECTS  STUDIED: 

FY-82:  o _  Total  (to  date) :  0 _  Before  Completion  of  Si 


Serious/Unexpecteo  Side  Effects  in  Su3jects  Participating  iri  Project(jf  ms?:?  so  stat=)  • 

NONE 

Conclusions:  Adequate  accrual  has  been  achieved  with  Caucasians  with  acute 
lymphocytic  leukemia.  The  stuy  remains  open  for  all  others.  Note:  It  has 
been  shown  that  60Z  of  stage  IV  (D)  NB  patients  exhibited  significant  elevation 
of  CIC. 


Publications  or  Abstracts.  FY-S2: 


Key  \i0SDS: _ Medulloblastoma.  Ependymoma _ 

Title  cf  Project:  pog  #  8016  PCNU  in  Recurrent  Childhood  Medulloblastoma  and 
Ependymoma 


( 

* 


n  r  Frederick  B.  Ruymann,  MD,  COL,  MC 

Principal  liivr.sTiCATcn-.s?:  _ ; _ 

Associate  Iwssticator(s):  Paul  J.  Thomas.  MD,  LTC,  MC  et  al 


Facility:  M 


Dept/Svc:  Pediatric  Hematology/Oncology 


Accumulative  i'EGCASE  Cost: 
n/a 


Accumulative  Con  tract  Cost: 
N/A 


Accumulative  Supply  Cost: 
n7a 


Date  of  Cctuttee  Approval  Of 

/•-'( NOAL  PROGRESS  REPORT  pgp  ft  5  15B3 


FY-83  fj 


Contract  Cost:  Su^y  Cost: 


Study  03JECTIVE:  To  study  the  effectivenesss  of  the  investigational  agent  PCNU 
on  childhood  medulloblastomas  and  ependymomas. 

Technical  Approach :p y, 3 co  n  drug  study  of  PCNU  with  provisions  for  dosage  modifica¬ 
tion  or  escalation  depending  on  response/toxicity. 

Progress  Dupi mg  FY-82:  No  new  WRAMC  patients  were  entered  on  this  study  in  Ty  82 . 


fiurdcR  of  Subjects  Studied: 

FY-82:  0  Total  (to  date):  0 _  Before  Completion  op  Study: 


Serious/Uiexpscteo  Side  Effects  in  Subjects  Participating  in  ProjectC if  ion*  so  state)  ^ 

None  reported  by  Group. 

CONCLUSIONS:  The  study  is  closed.  There  have  been  no  documented  responses  to  PCNU. 
Of  the  12  evaluable  patients  on  this  study,  none  showed  any  decrease  in  the 
size  of  the  tumor.  All  12  patients  evaluated  for  toxicity  developed  thrombocyto 
penia.  In  8  patients  the  platlet  count  dropped  below  50,  000/mm  .  A  final 
report  has  not  been  completed  on  this  study. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Date: nr t  82 

Itox  Unit  Ko. 

:  6133 

S  Status:  IhtlI:j:-i  x_ 

Start i. \a  Date: 

1981 

Date  of  Collet  ic:i:  1983 

Fi.-y*. 


feY  \b«3S:  Pediatric  Tumors,  m-AMSA _ 

Title  CF  Pi!OJECT:poG  #  8018  Evaluation  of  m-AMSA  in 
Phase  II. 


Children  with  Solid  Tumors, 


r „«,,a  hvariaig!^ rr«<iericl<  E-  Bliy,,aim’  C0L'  HC 


ASSOCIATE  IHVeSTIOAioxvay.  t-aui  J. 

Facility:  tfWC 

1  nuiuao  •  ms*  ija'-  »  — 

Dept/Svc:  Pediatric  Hematology/Oncology 

Accumulative  fcOCASS  Cost: 

N/A 

Accumulative  Cgmtract  Cost: 
N/A 

Accumulative  Supply  Cost: 

'  FY-85  i^ASE:  Contact  Cost: 

Su3^  Cost: 

Date  of  Cca-httee  Approval  Of 

I  /yjhual  Progress  Report  FFB  2  5  1983 

1 - 

Sxuov  Objective '■  To  study  the  effectiveness  ot  tne  invs.w8-»«u.*  . 

in  recurrent  solid  tumors  of  childhood  which  are  resistant  to  standard  forms 

flon  rindomiT”^  II  study  of  the  drug  m-AMSA  in  recurrent 

childhood  tumors  with  stratification  by  tumor  type,  and  with  provisions  for 
dose  modification, - - - — — - - — - — =>--53— 

Process  DufmiC  FY-82:  No  WRAMC  patients  were  entered  on  this  study  in  fy 
In  FY  81,  the  dosage  was  escaped  because  of  evidence  of  easy  tolerability 
and  greater  effectlvitv  of  higher  dosages. _ 

flu, •■asa  of  Subjects  Studied: 

FY-82:  0 _  Total  (to  pats) :  n _ 


Before  Completion  of  Study: 


S£Rtou3/U,'i=x3pcreo  Sips  Effects  iri  Subjects  Participating  in  Pi?oject(|f  nojse  so  state): 

The  significant  toxicity  has  been  cardiac  arrythmias  which  necessitate 

cardiac  monitoring  during  and  after  the  administration  of  the  drug. _ 

Cow  ’JSIOflS:  The  study  will  be  closed  shortly.  All  available  data  indicates  that 
m-AMSA  his  some  activity  in  neuroblastoma,  but  no  complete  responses  were  ac¬ 
hieved  at  a  severely  myelotoxic  dose.  The  drug  may  also  be  active  in  Histiocytosis 
X.  Final  analysis  will  be  done  after  the  study  is  closed. 


Activity  in  Pediatric  Solid  Tumors.  Proc.  Am.  Soc.  Clin.  Oncol.  1:  178,  1982. 
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DaTcIOCT  82 

Itox  Iji: t  No.  :  6134 

I  Status:  (ktlIMM  X  Firyi 

Start i;.a  Date: 

1981 _ 

Date  of  Com-let  ic:i:  1983 

Key  Words:  Methvl-GAG,  Acute  Leukemia,  Lymphoma _ _ _ _ _ 

TlTLE  CF  Project  :P0G  #  8021  Evaluation  of  Methyl-  GAG  in  Children  with  ANLL 
Lymphoma,  and  ALL  in  Relapse,  Phase  II 


PiUf.CIPAL  liiVSSTICATCACs): 


Frederick  B.  Ruymann,  MD, 


COL,  MC 


Associate  IhvestigaTOr(s):  Paul  J.  Thomas.  MD.  LTC ,  MC  et  al 


Facility: 

'  laux  * 

m:c 

Dept/Svc:  Pediatric  Hematology/Oncology  ■ 

Accumulative  fcOCASi  Cost: 

N/A 

Accumulative  Cg;;  tract  Cost: 
N/A 

Accumulative  Supply  Cost: 

FY-83  fjp 

FaAS£:  C^aact  Ccst:  sWCost: 

Date  of  Ccmn  i  ttee  Approval  Of 

Atinual  Progress  Report  FEB  2  5  iqr? 

- 

Stogy  03JsCTivg:To  study  the  effectiveness  of  the  investigational  drug  Methyl- 
GAG  in  the  treatment  of  recurrent  acute  non- lymphocytic  leukemia,  lymphoma,  and 

->«-»»»  tywpheyfcte-teafcewta  mweepnevie—f  ft-.anda.rH  rhorapy.  _ 

TECHi-i i C/.L  Approach :Mnn— T-anrinmj  goH  phase  II  drug  study  of  methyl-GAG  with  provisions 
for  dosage  modification  depending  on  response  or  toxicity. 


Progress  Du.-3- mo  FY-S2:  One  patient  was  placed  on  the  study  in  t'Y1  8i,  buf 

there  was  no  response  to  the  treatment.  There  have  been  no  new  patients 
placed  on  the  study  in  FY  82. _ 

fltf-asa  of  Subjects  Studied:  ~~™  ““ 

Q  Total  (to  oats)j _ 1 _  Before  Completion  of  Study:  N/A 

SSRIOUS/U'IEXRECTEO  S|05  EFFECTS  HI  Su3J:CTS  PARTICIPATING  Ifl  PROJECT^?  SO  STATe)  • 
NONE  :  "  v 

Co.NCL.Ll 5 1 Of 1 5 :  The  study  remains  open.  — — — 


Pubucatioms  or  Abstracts.  FY-S2: 
NONE 
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Date : nrT  a?  Uoy  l>jir  fa. :  6135 


Status  :  Iutchjh  x  h  ;y.L 


Starting  Date:  1981 


Date  of  Cq-^lcTic.i:  1983 


Key  IbiWS:  Vindesin,  Lymphoid  Malignancies 

tTtlE  C?  PROJECT: POG  #  8022  Evaluation  of  1,2:4, 6  Desacetyl  Vinblastine  (Vindesine) 
Twice  weekly  plus  Prednisone  and  a  Cross  Over  Study  of  Vindesine-Prednisone  vs. 
Vincristine-Prednisone  in  Children  with  Lymphoid  Malignancies,  Phase  II  and  III. 


Pp-ir.CIPAL 


IiiVilSTlGATCftCs 


Frederick  B.  Ruymann, 


MD,  COL,  MC 


Associate  InvcSTIGaTOrCs):  Paul  J.  Thomas,  MD,  LTC,  MC  et  al 


Facility:  WRAKC 

Dept/Svc:  Pediatric  Hematology/Oncology 

Accumulative  f cOCASE  Cost: 

N/A 

Accumulative  Contract  Cost: 
N/A 

Accumulative  Supply  Cost: 

FY-85  JgjjfiSE:  Contact  Cost:  ! 

Cosr: 

Date  of  Ccu'iittee  Approval  0? 

Annual  Progress  Report  rrn  9  a  ioo-i 

] 

i- 

Study  Objective:  study  of  the  effectiven"ess'Vf'v£fidVsine“‘fn''fc‘Ke"TeTnatrrcl;oTr“ 


of  remission  in  lymphoid  malignancies  and  comparison  of  vindesine  with  Vincris¬ 
tine  In  injuring  gnrh  a  rpmi  ss  i  r>n - _  ' _ ; _ _ _ 

Technical  Approach:  Randomized  study  between  vindesine-prednisone  and  vincristine- 
prednisone  in  treating  relapse  lymphoid  malignancies  with  built  in  cross-over 
if  induction  fails. 

PROGRESS  During  FY-S2 :  There  were  no  patients  entered  on  this  stuay  in- FT  82 


f!uM3S»  Or  Subjects  Studied; 

FY-82:  n  Total  (to  pats) :  i _  Before  Completion  of  Study: 

Serious/Uhsxpecteo  Side  Effects  iri  Subjects  Participating  m  ProjectCjf  kons  so  stats): 

NONE  .  ’  ”  V 

CONCLUSIONS:  The  response  to  vindesine  and  vincristine  in  the  non-vincristine  resis¬ 
tant  group  seems  to  be  identical.  Vincristine  resistant  group  demonstates  about 
33%.  response  (CR+PR)  to  vincristine/prednisone.  Enough  patients  have  been 
accrued  in  this  arm  and  therefore  the  patient  entry  in  this  treatment  has  been 
closed  by  the  Group. 
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Publications  o.r  Abstracts.  FY-S2: 
Cancer  47(12) :2789-2792,  1981 


Key  Uaaa s:  HLA  typing,  Malignancy 


Title  cf  Project: 


POG  #  8079  .  HLA  Antigen  Phenotype 


Pmcim  hmsr'Givnts):  Frederick  B.  Ruymann,  MD,  COL,  MC 


Facility:  WRAMC 

Dept/Svc:  Pediatric  Hematology/Oncology 

Accumulative  fcOCASE  Cost: 

N/A 

Accumulative  Con  tract  Cost:  1  Accumulative  Supply  Cost: 

N/A  j  N/A 

FY-83  r^CASE:  Contract  Cost:  Sq^Y  Cost: 

Date  of  Committee  Approval  Of 
/yinual  Progress  Report  pfh  2  5  1983 

— 

rr=r 

1 

JTiiOY  U3J£Cr[Ve:  iO  scuay  nun  —  i - ■ 

leukemia  and  neuroblastoma  in  order  to  establish  a  correlation  if  any,  between 
HLA  ■  typo  and-  mal 

techhiCal  Approach: 

Abcillary  study. 


TC^i^-L^Paa^CH^^^^^Study  of  HLA  types  of  patients  with  malignancies. 


PROGRESS  bjp.m  py -82:  i  „ 

No  WRAMC  patients  were  entered  on  this  study  in  FY  82. 


flu-sea  Or  Subjects  Studied: 

FY-82:  0  Total  (to  pats) :  0 _ Before  Completion  of  Study: 


SgRlOUS/UflEXPECTEO  SlDS  EFFECTS  III  $U3J*CTS  PARTICIPATING  Ifl  PiTOJECTCiF  1:0,':=  SO  STATE): 

'  I. 

_MflNF. -  -  .  —  —  —  .  ■■ 

CONCLUSIONS:  Adequate  accrual  of  caucasion  patients  with  ALL,  tne  rest 

are  still  elliuible  for  entry  on  study. 

Black  children  with  certain  factor  B  amd  C4  phenotypes  appear  to  be  genetically 
predisposed  to  ALL,  according  to  the  preliminary  results  of  this  study. 
Preliminary  analysis  for  white  ALL  disclosed  an  excess  of  HLA  The  coordin¬ 
ators  are  awaiting  further  follow-up  before  analyzing  clinical  characteristics 

and  diaeaee  outcome  dactw- - - - 

Publications  or  Abstracts.  Ft-52: 

Abstract j  Black  Children  With  Certain  Factor  B  and  CU  Phenotypes  are  genetically 
Predisposed  to  ALL.  B.Budowle,  J.  Dearth,  P.  Bovmaa,  R.  Go,  W.  Crist,  R. Acton. 
The  University  of  Alabama  in  Birmingham,  St.  Jude  Children's  Research  Hospital 
and  the  Pediatric  Oncology  Group,  Birmingham,  AL,  Memphis,  TN,  St.  Louis,  MO. 
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DATE:ncT  82 

1  WofS  l>i it  No. :  6137 

1  Status:  Ihtchh-i  x 

F  COIL 

Starting  Date:  1981  Date 

Or  Cc«~LcTlC:i:  1983 

Key  iiosas: 

Ewina's  Sarcoma.  Metastatic 

Title  Cr  Project:  POG  #  8095  Intergroup  Metastatic  Ewing's  Sarcoma 


Pn 1  net PAL  Investigator's):  FrederVck  E-  Ruymann,  MD,  COL,  MC 


Associate  InvestigatorCs):  Paul  J.  Thomas.  MD.  LTC,  MC  et  al 


Facility:  KRfliC 


Dept/Svc:  Pediatric  Hematology/ Oncology 


Accumulative  fE0CAS£  Cost: 

AcCU-iULATIVi 

Contract  Cost: 

N/A 

N/A 

Aooxiulativs  Supply  Cost: 


FY-83  r£^CAS£:  Contract  Cost:  Su^y  Cost: 


Date  o?  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  To  study  the  effectiveness  of  uniform  approach  of  surgery,, 
radiation  therapy,  and  five  drug  intensive  chemotherapy  on  metastatic  Ewing's 


sarcoma 
TECi 

sarcoma 


rcoma. . - — - — ■— . . - . — ■ — , - . - 

•  y-'-fr. . Approach :  Non-randomized  study  of  intensive  approach  to  metastic  Ewing’ 


Progress  Pup,  imp  FY-82: 


No  patients  from  WRAMC  were  entered  on  this  study  in  FY  82. 


flUrScR  Or  S'J3JECTS  STUDIED: 

FY-82:  o  Total  (to  date):  0  Before  Completion  of  Study:  n/a 

Sep.ious/U'iexpecteo  Sioe  Effects  iri  Subjects  Participating  in  ProjectCjf  no.'-;  so  stat=)  ■ 
none  •  :  '  v 

Conclusions:  .  . .  — — 

Study  remains  open. 


Publications  or  Abstracts.  FY-S2: 
NONE 


530 


Jat£:qct  82  1  Uay  Chit  Ka.:  6139 _ [status:  Ihtumm 

_SrA.gtTir^  Date:  Oct  81 _ Date  of  Collet  i  cm: _ ^ 

J<EY  l  ORBS: — Acute  Lymphoid  Leukemia _ _ 

Title  CF  Pi!OJ£CT:P0G  it  8035/36  Laboratory  Subclassification  a 
Treatment  Regimens  in  Acute  Lymphoid  Leukemia  of  Childhood 


MM  X 
1984 


Principal  Invest (GATC/lCs):  Frederick  B.  Ruymann,  MD,  COL,  MC 

.Associate  IfivESTfGATOflCs) :  Paul  J.  Thomas.  MD.  LTC ,  MC  et  al _ 

Facility:  V/RA'.C  Dept/Svc:  Pediatric  Hematology/Oncology 


tauKuum,  mas  Cost,  komjcm  0»i*cr  sSSfeT 


^"83  tJ^ASE:  Contract  Cost:  S^w  y  Cost: 


Date  of  Ca-.'iirfEE  Approval  Of 

/'.NNUAL  Pi! OCR: S3  REPORT  FPR  2  5 


Study  Objective:  The  study  is  d  vided  into  t"wo~ ~p'ar t Taf t~T ~aft~eriipcg"TO •  organize 
a  subgroup  classification  of  ALL  at  the  time  of  diagnosis.  Part  II  is  the  treat¬ 
ment.,  pnrri  nn  nf  The  protocol;  utilizes  3  regimens.  Results  are  compared ,  and 
Tgfffriicaa  Awaauar  related  to  subgroup  classification  in  Part  I^T-ALL,  B-ffEL  not  eligible 

Varioys  laboratory  methods  used  in  Part  I.  3  regimens, used  in  Part  II. 

The  first  8  weeks  of  treatment  are  the  same  in  ail  regimens.  Beginning  on 


SSftsi  Wb 


One  patient  «-as  entered  on  this  study  from  WRAMC  in  FY  82,  and  remains  in 

fltt'SEa  of  Subjects  Studied:  - - - 

- i -  Tot^  (to  date):  1  Rceno=  TW.  rr,,„  c _  W/A 


Snws/Umcno  Side  Effects  hi  Subjects  Part 

NONE 

Conclusions:  — —  _  — 

The  study  remains  open. 


_ _  Before  Completion  of  Study:  n/a 

ICIPATlilG  in  Pf!CJECT( IF  1:0^5  so  STATE): 


Publications  or  Abstracts.  FY-S2: 
NONE 
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Date :  opt  82  1  Ucc-s  Um;  i  i>'». : _ _ I  _ _ X—Jlli-d; 

Sta ; r i:.u  Date:  oct  81 _ ft* it. c;r _f o 5-1  _f r j 0;  1 : _ 

Key  Bbsas:  Histlocytos is  X,  bone _ 

Title  C?  PROJECT:  POG  #  8047.  Histiocytosis  X  in  Bone 


P,Tir:ci?AL  I^snCATOCs?:  ^derick  B.  Ruymann,  MD,  _COL.^MC 
Asset tATe  iMVesriCATO'.(Cs):  Paul  J.  Thomas .  HD,  LTC,  MC  et  al 


Facility:  KWE 


DtPf/Svc:  Pediatric  Hematology/Oncology 


Acam^Tivs  fEGCASi  Cost: 
N/A 


Accii'siLAV i vj  Cc;;r;!Acr  Cost: 
N'/A 


FY-83  ft 


N, 


% 

,rnACT  Cost:  y  Cost: 

Accusulativs  Supply  Cost: 

N/A 


fertlc  0?  Cu-Vli  17 EE  APPROVAL  Or' 

/••ihual  PiTOSA-SS  Pepcat  PFR  f: ]Q£3 


Stcoy  Objective: To  determine  incidence  of  complete  resolution  after  surgical  excis¬ 
ion  or  biopsy;  to  determine  role  of  radiation  therapy,  and  to  determine  natural 

history  of  -  the  Tdiseayg; - - — * — - - 

—  -ASW0:^11  :  Surgery  to  remove  as  much  of  the  histiocytosis  as  possible; 

randomized  dose  of  radiation  therapy.  (This  is  a  two  arm  study  during  the  rad- 

-i-at-ion—phase-  only-) - - - 

pROCT.^Ea  b  lTlflO  FY-82: 

There  have  been  no  patients  from  WRAMC  entered  on  this  study  in  FY  82 


flUvEScii  0."  Subjects  Siudied; 

FY-G2j _ 0  Total  (vo  cate).:. _ 0 _ Before  Comple  r ; 00  o.T  Srcj? :  N/A 


ScftiCjS/UViEX’SCTcD  Sice  Lpfects  hi  Subjects  PA’.TiciPAnnc  in  Project' if  i'.v.i  so  stats): 
-NONE _ i .  ' _ * 

C(J.':CLUS1Q.T5: 

The  study  is  still  open. 


PutiUCAnaia  0.:  A.  ill'.,. .1-0.  I ‘i  O  ’ : 

NONE 
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Date : oc.T  82  Hay  l'»ir  No.:  6141 


Status:  [ Arc i; i ;-t  X  Fi::al 


Startii.U  Date:  Dec  81 


Date  of  Ca-i-LET ic:i :  1985 


Key  Acute  nonlymphocytic  leukemia  (ANLL) 

1-ITLE  cf  Proj-cr-  P0G  ^  8101  Acute  Nonlymphocytic  Leukemia  (,  aull)  in  muaren 
Phase  III. 


PiT l KCIPAL  IiiVESTIGATCaCs):  Frederick  B-  R^nn,  MD,  COL,  MC 


Facility: 

ifjvcoi  :  raui  j. 

KMKC 

momaSi  nu,  nv,  e l  di 

Dept/Svc:  Pediatric  Hematology/Oncology 

Accumulative  TcDCASE  Cost: 

N/A 

Accumulative  Cc;itract  Cost: 
N/A 

Accumulative  Supply  Cost: 

fV-83  C g^ACT  Cost:  ^ 

/  Cost: 

t 

Date  of  Committee  Approval  Of 
|  hum al  Progress  Report  ppq  9.  5  ram 

with  an  intensive  3-drug  regimen  +  an  anthracycline  free  induction  regimen. To 
arg.imiiT.atva  tnijAi  miLijMraf nry  Hara;  gain  more  Information  on  ANLL. 

TECHi'4 i cal  Approach:  This  is  a  randomized  study  in  two  parts,  with  the  induction  chem* 
otherapy  being  randomized,  and  later  the  maintenance  chemotherapy  is  randomized. 


PROGRESS  C'JEIMG  FY-82:  • 

One  patient  from  WRAMC  was  entered  on  this  study  in  FY  82.  She  is  now  on  mainten¬ 
ance  chemotherapy,  and  remains  disease  free. 

fte-asa  0?  Sj3jects  Stuo/eo:  — 

FY-82:  1  Total  (to  oats):  1 _ Before  Completion  of  Study;  n/a 

SsRious/Wisxpscreo  Sios  Effects  m  Subjects  Participating  in  Projector  $o  stats): 

NONE  '  V 

ConCL'JS  tons:  *  ' 

The  study  remains  open. 


Push  cat  ions  or  Abstracts.  FY-S2: 
NONE 


9 
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Date:  Oct  82 


V !osi  I'm;  r  tin . :  6142 


Starting  Date: 


1981 


I  Nl/VfUS’  tliTglUH  X _ Fi."AL 

Da r £  OF  Cg-pi et ic:i : _ -v-arch  x983 


Key  UoftDS:  Neutrophil  aggregation,  amphotericin-B 

Title  cf  Project: 


Studies  of  Neutrophil  Aggregation  by  Amhotericin-B 


Principal  hivssTiGATca's): 


,  u  Cook,  Bruce  A.  et  al 


Associate  I(!VF.STiGATOa(s):  Thomas,  Olson,  Ruymar.n 


Facility:  WRA’IC 


Dept/Svc:  Pediatric  Hematology/Oncology 


Accii'WLATivs  REDCA$£  Cost: 


AcciisAAT i ve  Contract  Cost: 


Accumulative  Supply  Cosi 


FY-83  fiECCASS:  Contract  Cost:  Supply  Cost: 
N/A  N/A  N/A 


Date  of  Cc  viiTTEE  Approval  Op 

/'.'JHUAL  PROGRESS  REPORT  -T*  f;  "  'OQ-, 


Study  03J£cnv£:  xo  study  the  aggregation-production  ability  of  Amphotericin- 
B  using  adult  volunteer  neutrophils 

Technical  Approach:  Using  our  current  method  of  investigation  ot  neutro- 
phil  aggregation(aggregometer) ,  study  the  effect  of  amphotericin-B  on 
neutrophil  aggregation. _ _ _ _  _ 

Process  Duping  FY-S?:  Using  our  technique  of  centrifugal  separation  of  the 
'  neutrophils  from  blood,  adult  neutrophils  from  20  healthy  adults  were  ex- 
posed  to  amphotericin-B  as  an  aggregating  agent,  (see  conclusions) 

flur-asa  of  Subjects  Studied: 

FY-82  :  20  Total  (to  date)  :  20 _ 


Before  Cc^pleti'o.'!  op  Study;  0-5 


Serio-js/Utiex^ecteo  Sics  Effects  hi  Subjects  Participating  in  ProjectCif  co.-;;  so  state): 


NONE 

Conclusions:  Amphotericin-B  in  our  testing  situation  was  not  found  to  be 

an  aggregating  agent.  However,  it  was  discovered  that  by  pre- incubating 
the  neutrophils  with  amphotericin-B,  subsequent  aggregation  using  our 
standard  aggregating  agents  produced  irreversible  aggregation  of  the 
neutrophils.  Several  more  aggregation  experiments  may  need  to  be  run 
in  order  to  have  the  results  ready  for  publication. 

Publications  or  Abstracts.  FY-S2;  Cook  BA, Olson  TA,  Burgess  DP, Bailey  WR, 

Thomas  FJ,Ruymann  FB:  In-vitro  irreversible 
aggregation  of  Amphotericin-B  pretreated 
polymorphonuclear  leukocytes:  a  possible 
mechanism  for  pulmonary -toxicity.  Presented 
as  an  Ogden  Bruton  Award  Finalist  paper  at 
the  Uniformed  Services  Pediatric  Seminar, 
March,  1982. 
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OAT£:nf:T  ft?  Uoy  Unit  fto.:  6143 


Status :  IhTl/MM  X  _ F i::al 


Pat?  Or  Cq-^lcTic.i:  1983 


StaRTK.'J  D;,T£:Feb  82 _ 

Key  Uosds:  Rhabodomyosarcoma _ _ _ 

Title  Cr  Project:  POG  #  8157  Multi-agent  Chemotherapy  with  Adjuvant  Whole  Body 
Irradiation  in  Half-body  Increments  in  Patients  with  Clinical  Group  IV  Rhabdomyo¬ 
sarcoma; _  - _ _ — . — . - 


teaiara^ fi^±  B-  Ruynann’  m>l  cou  MC 


nSSOC CATt  irivcanuAiuiivay ;  raui  J  ■ 

Facility:  KW1 C 

lUUlUCld  t  ^  ^  v*  - - 

1  Dept/Svc:  Pediatric  Hematology/ Oncology 

Accumulative  iv£GCA$E  Cost: 

N/A 

Accumulative  CciiTRACT  Cost: 
N/A 

Accumulative  Sjpply  Cost: 

FY-85  Contact  Cost:  S-^y  Cost: 

Date  of  Cc.mv.ttes  Approval  0? 

/•/ihual  Progress  Report  rrr>  o  c  ictn 

J 

L . . 

irradiation  and  multi-agent  chemotherapy  in  patients  with  advanced  rhabdomyosarcoma. 

TEchm i C*M  Approach :  Autologous  bone  marrow  re- infusions  are  done  on  patients  after 
chemotherapy. 

Pro'-rs-s  Dm-’ i no  FY-82-  0ne  patient  was  entered  on  the  study  trom  wtuUnu  in  TT  82. 

H6  lSlfTEdMlsAiaftS  having  completed  HBI  and  autologous  bone  marrow  infusion  4/1/82. 
WRAMC,  Johns  Hopkins,  Emory  Medical  College  of  VA,  WA  university,  M.D.  Anderson 


FY-82: 


Total  (to  date)  : 


Before  Completion  of  Study:  N/,a 


ScRIOus/Ui'iexpected  Sice  Effects  in  Subjects  Participating  in  Projector  i^me  so  stats): 
NONE  *  V 

CONCLUSIONS: 

Imroved  accrual  of  patients  is  needed  to  complete  observations. 

The  study  is  still  open. 


1 

i 


PUBLICATIONS  OR  ABSTRACTS.  FY-S2: 
NONE 
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Date : or.T  ftp  'ig-y  l>n  r  to. : 
Start  i:.u  Date:  Jan  26,  1982 


6144 


Status:  Ihterni 


1986 


Date  ok  CqvlcTic:i: 


x  I 


Key  teas:  film's  Tumor _ 

Title  Cr  Project:  POG  #  8158,  NWTS  Long  Term  Follow-up  Study 


pa,«.«  tolled):  ^eaerlck  »■  Buyann,  HD,  COL,  MC 
Associate  If:v£STfGAToa(s):  Paul  J.  Thomas,  MD,  LTC,  MC  at  al 


Facility:  ttWE 


Dept/Svc:  Pediatric  Hematology/Oncology 


Acca'WLATiVa  rcGCASi  Cost  : 
N/A 


AcCU-KiWTIVS  COiiTRACT  COST: 
N/A 


A^OisuLATivs  Supply  Cost: 


FY-S5  Jfj 

J?CAS£:  Contract  Cost:  S^^y  Cost: 

Date  of  Ccv-urrEe  /\?psovai 
Annual  Progress  Report  FI 

Stuoy  Objective:  xo  gather  epidemiological  and  late  effects  data  on  Wilm's 

tumor  patients. 

TECHMiCAL  Approach:  Data  on  patients  sent  to  coordinator  in  oraer  uu  evaluate 
-effects  of  therapy. 


Progress  Pup. mo  FY-82:  • 

No  patients  were  entered  on  this  study  in  FY  82 

Ntf'Seft  0?  Subjects  Studied: 

FY-82:  o  Total  (to  date) :  o _ _  Before  Completion  of  Study: 

ScRlOUS/tii’lEXPECTEO  SlOE  EFFECTS  IN  Su3JICTS  PARTICIPATING  IN  PrOJECT(|F  HONS  SO  STATE): 
NONE  '  ’ 

Conclusions: 

The  study  remains  open. 


Publications  or  Abstracts.  FY-S2: 
NONE 
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Date  :  dct  82 

Uo?s  Cm:  r  No. :  6145 

1  Status:  IhTu:i:-i 

Pi;. ‘al 

Startk.o  Date: 

Jan  26,  1982 

Date  of  Coi-Lcric.i:  1984 

Key  itORDS:  Advanced .  acute  lymphocytic  Leukemia _ _ 

Title  CF  PROJECT:  POG  #  8155  Determination  of  Qualitative  and  Quantitative  ibxicity 


of  L-Alanosine  in  Children  with  Solid  Tumors  and  Acute  Leukemia;  Phase  I,  Evalu¬ 
ation  of  Response  and  Further  Determination  of  Toxicity  in  Children  with  Advanced 
Acute  Lymphocytic  Leukemia,  Phase  ITT 

Principal  IwestigatcrCs):  Frederick  B<  Ruymann>  MD>  CQL>  MC  _ 


Associate  Investigators):  Paul  J.  Thomas,  MD,  LTC ,  MC  et  al 


Facility:  h’W!C 

Df pt/S</c:  Pediatric  Hematology/Oncology 

Accumulative  rcOCASS  Cost: 

N/A 

Accumulative  Contract  Cost: 
N/A 

Accumulative  Supply  Cost: 

FY-S3  IfflffSE:  Contract  Cost:  Su^y  Cost:  ! 

Date  of  Ccv.shttee  Approval  Of 

Annual  Progress  Report  cm  o  =;  ioqr 

1  ) 

Study  Object  IVE:  determine  the  maximum  tolerated  doses,  and  toxicity  of  L.-A1- 

anosine  in  patients  with  acute  lymphocytic  leukemia,  in  relapse. 


Investigate  dose  levels  of  L-ALanosine  in  order  t9  evaluate  the 
optimum  level  of  chemotherapy  to  be  administered,  and  it's  effectiveness 

against  the  tumor.  This  is  a  Phase  I  and  Phase  II  study. _ 

Process  Puri  tig  FY-82:  No  WRAMC  patients  were  entered  on  this  study  in  fy  a  T. 


flunaea  of  Subjects  Studied: 

FY-82:  o  Total  (to  dats)j _ 0  Before  Completion  of  Study:  N/A 

ScRIOUS/U.'IHX’ECTEO  SlDE  EFFECTS  III  SUBJECTS  PARTICIPATING  Ifl  PROJECT ( I F  [j^iC  SO  STATC)  • 
NONE  : 

CONCLUSIONS: 

Study  remains  open.  Patient  acession  is  very  slow. 


Publications  or  Abstracts.  FY-S2: 
NONE 


*  337 


•  -yet ..  ....  - 


Key  ibaas: 


Sniiri  tumors.,  mi  toxatrone 


Title  Cr  Project:  POG  8139  Evaluation  of  Response  and  Toxicity  of  Dihydroxvan- 
thracenedione  (Mitoxantrone)  in  Children  with  Solid  Tumors  unresponsive  to 
Standard  Therapy  (Phase  II). _ _ 


P.TI>:C1?AL  IiiVESTtGATcaCs?:  Frederick  B-  Ruymann,  MD,  COL,  MC 
Associate  IrivcSTrGATOR(s) :  Paul  J.  Thomas,  MD.  LTC,  MC  et  al 


Facility:  VRA’lC 


Dept/Svc:  Pediatric  Hematology/Oncology 


Accumulative  fcCCASi  Cost: 

Accumulative  Cairn  act  Cost: 

N/A 

N/A 

FY-83  lEiiuv 


Contract  Cost:  S-pmly  Cost: 
N/ A  N/A 


A^cu-;uLATfy=  Supply  Cost: 


Date  of  Committee  Approval  Op 
Annual  Progress  Report  FEB  2  5  1983 


Stuqy  Objective:  fo  determine  the  toxicity,  response  rate  arid  duration  of 
response  of  dihydroxyanthracenedione  in  children  with  advanced  malignant  disease. 


technical  Approach: 
new  drug. 


Non  randomized  study  of  the  effectiveness  of  a  relatively 


Progress  During  FY-82; 

No  WRAMC  were  entered  on  this  study  in  FY  82 
f'ui'Seft  Or  Subjects  Studied; 


FY-82j _ n  Total  (to  date) :  n _ Before  Completion  of  Study:  ^ 

ScRious/Un;x3ccteo  Side  Effects  iii  Subjects  Participating  in  Project ( i f  done  so  state): 
NONE  * 

Conclusions:  — — ~ 

The  study  remains  open. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Date  :  n<~T  82 

1,'ots  Oh:  r  Ko. :  6147 

1  Status*  iij.TCi;i:i  X  F 

itlAL 

StartkJS  Date:  Feb  82 

Date  of  Cc.--.-let ten :  1985 

Key  \Iosas: 


Advanced,  Acute  Leukemia,  mitoxantrone _ _ _ . 

Evaluation  of  Response  ana  loxicity- of  Hluux<uM.tone 


\nLChUdr°enClithGAdvanLd“Acute'Leukemia  Resistant  to  Standard  Therapy 


Principal  Instigators):  Frederick  B.  Ruymann,  MD,  COL,  MC 


Facility:  WWIC 

Dept/Svc:  Pediatric  Hematology/Oncology 

Accumulative  f-JEOCASE  Cost.* 

N/A 

Accumulative  CcnnucT  Cost: 
N/A 

A^cu-iULATivs  Supply  Cost: 

FY-83  i^CASE :  Contract  Cost:  Su^p^y  Cost: 

Date  of  Cc-wittee  Approval  Of 

Annual  Progress  Report  FEB  2  5  iQRf 

1 

_ 

St’uOY  Objective:  To  determine  response  rate,  duration  of  response,  and  toxicity  of 
two  different  regimens  of  mitoxantrone  in  children  with  acute  leukemia. 

TEchh i Cal  Approach :  Ranrir>mi  7.Pd  study  between  two  treatment  regimens. 


Progress  D-.jp.ifiG  FY-S2: 

No  WRAMC  patients  were  intered  on  this  study  in  FY  1982 

flur-asa  Or  Subjects  Studied: 

FY-82:  0  Total  (to  oats)  :  0 _  Before  Completion  of  Study  :  N/>A 

Serious/Utiexpecteo  Side  Effects  iri  Subjects  Participating  in  Project(if  no,\e  so  state): 

J  V 

CONCLUSIONS: 

The  study  is  still  open.  The  protocol  has  been  amended  so  that  there  would 
be  no  randomization  for  patients  with  ANLL. 


Publications  or  Abstracts.  FY-S2: 
NONE 


53.9 


[ 


Date: pet  82 _ 

\kai  tVnr  Mo.:  6148 

1  Status: 

[HTLiMM  x  1 

r  i ;  :al 

I  Startup  D/.te:  Mav  1982 

Date  of  Collet  ic:i: 

1984 

Key  V)qrds :  Neuroblastoma,  age  and  stage _ _ _ 

Title  cf  PROJECT:  pog  #  8104  Comprehensive  Care  of  the  Child  withTeuffl-Biastoma: 
A  Stage  and  Age  Oriented  Study,  Phase  III 


Principal  l hvZSTI catch's):  Frederick  B.  Ruymann,  MD,  COL,  MC 
Associate  IhvcSTIGatorCs):  Paul  J.  Thomas.  MD.  LTC,  MC  et  al 


Facility:  V2VMC 


Dept/Svc:  Pediatric  Hematology/Oncology 


Accu'sulativs  fEOCASS  Cost: 
n/a 


Accunulativs  Co: irn act  Cost: 
N/a 


A^u-iulat/vs  Supply  Cost: 


FY-83  r^;u\i 


cn)aact  Ccst:  Sjn7ay  Cost: 


Date  of  Cc.;m!ttee  /vpproval  Of 
Annual  Pro-dress  Report  FEB  2  5  1983 


STOOY_03JEcriV£:  To  prospectively  evaluate  the  prognastic  impact  of  stage. using 
a  surgical,  pathological  staging  system.  ' 

TEch.lcal  Approach :patients  are  treated  with  a  variety  of  therapies,  according  to 
their  age,  and  the  stage  of  the  disease. 


Progress  Cup. l no  FY-82:  One  patient  from  WRAMC  was  placed  on  the  study  in  FY  82. 
He  is  now  in  remission,  and  feeling  well. 


flUrScR  OF  SUSJECTS  STUDIED: 

FY-82:  i  Total  (to  oats) : 


Before  Completion  of  Study: 


Ser tous AIi'iexpecteo  Side  Effects  m  Subjects  Participating  in  Projector  tg:.-  so  statO • 
none  •  »  T  1 


Conclusions: 

Study  is  still  open. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Date: oct  ft?  !  i.'o-s  I'm:  r  fj;». : 6^-49 _  Status: _ I«T£«t:;i _ * _ h:»L _ 


Sta^ti:.u  n.-.Tf:  April /May, J.982- 


_ i r  or  C o.-1-irrj e. i_:_  1985 _ _ 


fey  l&Eis:  Cis-platinum.  Recurrent  brain  tumor 


Title  Cr  Project:  ?og  #  8140  Cis-platinum  in  Recurrent  Brain  Tumors,  Phase  II 


Pi'ilflClPAL  hiVESTiaraCs):  Frederick  B.  Ruymann,  MD,  COL,  MC 


Associate  If.vSaT  igaio.:(s)  :  Paul  J.  Thomas ,  Ml),  LTC ,  MC  et  al 
Facility:  IftA'lC _  _ 


PifC/Svc:  Pediatric  Hematolop.y/Oncology 


Accumulative  icOCASC  Cost: 
N/A 


AcciisiiAVivi  CuiiitAci  Cos  r : 

N/A 


FY-33  r£CCAS£:  Co,N;rnACT  Cost:  Sum  v  Cos i  : 
N/A  n/a  N/a 


Accu-;uLrtTTv^  Supply  Cost: 


Date  o?  Cc.  va  •  ttfe  Approval  Or 
CiHUAL  P.JOiRESS  l'{EPC.<r  FFR  2  5  1QR3 


SruoY  03J-CTI VE  ‘  To  study  anti- tumor'  "ac  t  i  vi  t  y  *  and  est abTish-  toxifcYty  'ot ~  Cl-s-p  1  a  t  inum 
in  rS'eurreYtt  and  advanced  brain  tumor  patients. 


TEchhical  A-‘PAO.;q i :  Non  randomized  study  using  Cis-platinum  in  the  treatment- of 
recurrent  brain  tumor j  developed  by  Oklahoma  Children's  Memorial  Hospital. 


Peoca-SS  L':it i tic  FY-S?;  One  patient  was  entered  on  this  study  from  WRAMC  in'  FlTl982. 
Patient  developed  a  severe  reaction,  and  was  removed  from  the  study. 


fluacii  o?  S'jjjiCis  Studied; 

FY-82:  1  Total  (to  late); _ 1 _ Befcws  CoM*.erio.--!  o.-  Stl-qy:  n^a 

Seuious/Utexaccteo  Side  D-rt'crs  iri  Suu-crs  Pa '.ticiiwilk;  in  Pi:oj:-;l.(i.-  ho.':-  sj  sthtO- 

Suspected  severe  reaction  to  Cis-platinum  in  one  patient  at  WRAMC  \ 

Co.'iCL'.ISIQ.’iS: 

The  study  is  still  open 


f'u.M.  iCATiaris  0  :  r,*„r,  T  V  -f-> : 

NONE 
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Date:  OCT  82 

Hose  liNiT  Ko.:  6150 

1  Status:  liiTEiii 

H  X  Final 

$tarti:.g  Date: 

June  1982 

Date  of  Co-pLcTiai: 

1985 

Key  \iosD$:  Costs»  cancer 

Title  cf  Project: 

Non  Medical  Costs 

of  Childhood  Cancer 

at  WRAMC 

Principal  lii'.'i-STtC-ATcaCs):  Martha  ,C.  Lupo,  CPT  ANC 


ASSOCIATE  IfiVcSTfCATOriCs)  : 


Facility:  [SitilC 

Dept/Svc :  Pediatric  Hematology /Oncology 

Accu-wlativs  r£0CA$£  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rcDCASi*:  Contract  Cost:  Suppi 
N/A  N/A  N, 

rXCosT: 

Date  of  Cci-Aiirres  Approval  Of 

Annual  Progress  Report  pp-  <>  r  1LO, 

Study  03JcCTiyg:  To  identify  the  average  monthyly  non  medical  cost  irfcuffdd'tiy 
parents  of  children  with  cancer,  during  the  initial  hospitalization  period, 


during  the  fir-et  month  of  OF  c-arp. - - - - - - - 

TEcHi-i-cal  Approach:  parents  of  cancer  patients  fill  out  questionaire  on  expenses 

incurred  during  this  time  period. 


and 


Progress  Cut  kid  FY-82: 

There  have  been  no  patients  from  WRAMC  entered  on  this  study  from  WRAMC  in  FY  82 
fliTScR  Or  SuSJECTS  STUDIED;  ~  ~~ 

_  Total  (to  OATch _ Before  Completion  o.-  Stloyj _ 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  irt  ProjectCif  tavj  so  state): 

NONE  :  v 

Conclusions: 

The  study  is  still  open. 


Publications  or  Abstracts.  FY-S2: 
NONE 
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Date: _ 1  Way  Put  Up.  :  6151 

Starting  Date:  15  July  1982 


_ _ |  Status:  lurEiii.'-i  v  Fit gt. 

Date  of  Collet i on :  Sept e mb er  19 3 3 


Kevins:  Memory,  hydration _ _ _ ‘ 

Title  C F  Project:  Effect  of  hydration  status  on  short  term 

memory 


PRINCIPAL  If.-VESTICATOa(s):  Phand-ra  M.  Tiwarv 


Associate  ImvestigatcsCs) 


Facility:  VP.AMC  X 

Dept/Syc:  Pediatric 

Accumulative  fEOCASS  Cost: 

Accuwlativc  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

TQ86  .  . 

Date  of 
Annual  1 

Cctwittee  Approval  Of 

Progress  Report  FFR  2  5  wn 

Stuoy  OBJECTIVE:  If  Short  term  memory  is  influences  by  nyaration  stanus 
o' f  the”  sub J e c t .  If  a  correlation  exists  between  the  plasme  vasopressin 

1  axe,,] and..  .s.h.n.r-t-tarm memory  f  unc.t  ion  .  ’  ' _ 

technical  Abroach: 

No  change 


Progress  Puri  no  FY-82:  8  subjects  completed  both  part  of  the  study  two  completed 
only  one  part  of  the  study. 

Humber  of  Subjects  Studied: 

FY-82: _  Total  (to  date)j _  Before  Co-ale t ion  of  Studyj _ 

ScRious/UfiEXPEcrco  Side  Effects  hi  Subjects  Participating  in  Prcject(if  hz:-  so  state)!  • 


fo:n  U5io:i5:  •  * 

— - Differences  in  various  aspect  of  short  term  memory  function 

are  seen  between  the  dehydrated  and  hydreated  state.  We  do  not  know 
if  the  differences  are  statistically  significant  results  are  encouraging 
and  more  subject  should  be  studied. 


Publications  op.  Abstracts.  FY-82:  NIL 
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Dat£:qct  31 


fa.:  fil  52 _ |  Sr/.rus: _ taTC/fJg  _j*  .  _HjS:dL _ 

StanTK.U  O/.Tr:  Aug  19  82 _ f):‘ 1 L  (:r.S(^-lSJJPiii - - — 


Jc?"lO^’"#^"06tiHig^nDo'se  l^ophospnamidd^ghTose'^ethotrexate 
With  Coordinated  Triple  Intrathecal  Therapy  for  Stages  III  &  IV  Non  Lymphoblastic 
Lymphoma.  _  _ 


P^:q?AL  Frederick  B.  Ruymann,  HD,  COL,  MC _ 

Associate  IfjVES r i cai o. i ( 3 ) :  Paul.  J .  Thomas MD,  LTC,  MC  et  al _ 

Facility:  IX  :C _ t _ jl)t«- r/Svc :  Pediatric  Homntoloey/Oncolo&y 

Accumulat i vs  i‘£DCASl  Cost: 
n/a 


Acci-xiiAVivi  CuTfUAcr  Cost: 
N/a 


FY-85  rSyu, 


Contract  Cost:  Suprly  Cost: 
n/a  nA 


AcOJl'WLA'riVc  S'Ji’HLY  Cod: 

n7a 


L'a  ic  o.=  Cc  viinEf  Apsoval  Or 
/':muAL  Phosriss  KfcP&tr  prp  g  5  wm 


St'JOY  Objective :  To  determine  remission  rates,  remission  lengths  and  survival  rate 
"for  children,  on  a  high-dose  intensive  chemotherapy. Study  will  document  toxicity 
-end — eompl-ieat i-ons — &£— chemotherapy-,— and—  anaytae— fo-r— J the— Influence- of  hi.stolog i c 
ItCHU ; cal  A-yaoACi i .gnhoi asalf  1  cation  (e.g.  Burkitt  vs  non-Burkitt)  and  immunephenotype, 
on  outcome. 

Pr-evonHyp  nhpniorhprapy  is  given  at  the  same  time  as  conventional  chemotherapy  is 
Pf!0C:H3a  1/jrkiq  FY-S2:  given,  on  this  non- randomized  study. 

There  have  been  no  patients  from  WRAMC  registered  on  this  study  in  FY  82. 

flUrSitt  Or  SUBJECTS  8'iliUleO: 

lor.*.L  (ro  cve):  0  teFcw;  Ccv-^ufc  r i o.*:  o.-  S.'l'jy: 


FY-82: 


0 


SfRIOiJaAJi'liXPSCTcO  Si  Dr  EFFECTS  iri  SUBJECTS  fVv’TICtfV.TI.iC.  IN  f\:OJ;.CT(  IF  ION:  SJ  STATE): 

NONE  *  u 


Conclusions  : 

The  study  is  still  open. 


hir.i. i cations  on  /v-.-.r rs.  Pi 

NONE 
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Date:  24/9/82  Work  Unit  to.:  7113 


Starting  Date:  Jan  ’82  Date  of  Ccpf-let 


Key  Words:  Interferon,  ALS,  Motor  Neuron  Disease 


Title  cf  Project:  _  _  ... 


Status:  Interim  X  Final 


Date  of  Collet  ion: 


Interferon  Therapy  in  ALS  -  A  Pilot  Study 


Principal  IiwestigatcrCs) : _  Andres  M.  Salazar 


Associate  InvestigatosCs):  _  _ 


Facility:  ViRAri 


Dept/Svc: 


m 

Accumulative  Contract  Cost 

1 

Accumulative  Supply  Cost 

' 

FY-83  HEDCASE :  Contract  Cost:  Supply  Cost:  Date  of  Committee  A?prcso_0k  , 

1  Annual  Progress  Report  rEB  2  5  1983 


Study  Objective:  1)  To  determine  the  tolerance  and  safety  of  intrathecally 
administered  interferon.  2)  to  determine  its  therapeutic  efficacy  in  ALS. 
Technical  Approach:  ygg^iy  an(j  then  monthly  intralumbar  administration  of 

nterferon  to  ALS  patients. 


Progress  Burins  FY-82:  n0  patient  has  yet  been  treated  under  this  protocol  due  to 
unforseen  delays  in  delivery.  Application  for  IND  exemption  has  just  been  resubmit 
ted  to  the  FDA,  and  we  expect  te- start-the  first  patient  in  thp  next  3(1-50  days. 

fiUMBER  OF  SuSJECTS  STUDIED: 


FY-82: 


Total  (to  date) : 


Before  Completion  of  Study: 


Seri ous/Unex3 ected  Side  Effects  in  Subjects  Participating  in  PcojectCif  cone  so  state): 

NONE 

Conclusions:  Mfiwr 


Publications  or  Abstracts.  FY-82: 

NONE 
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Date:  ^4/9/82 


toy  U>j r t  No. ; 


7114 


Status:  Inter  iw _ *  Final 


Starting  Date-.  July.  1982 


Date  of  Collet iom:  Ju1y>  188^ 


Key  Fteos:  Interferon.  Poly-ICLC,  Multiple  .Sclerosis - - 

Title  cf  Project:  p0iy_iciC  In  the  treatment  of  Multiple  Sclerosis 


i 

; 


Pr i net pal  Invest igator(s? :  Andres  M.  Salazar,  COL,  MC 


MSSCClATt  IWMUKV.*/  ;  w  •  a  « 

Facility:  FRANC 

Dept/Svc:  Neurology 

f 

Accumulative  KEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost*. 

FY-83  iHJCASt:  CoNfRACT  Cost:  ! 

Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1PR1 

.  _ 

1.  -  - 

Study  Objective:  To  determine:  1)  the  safety  of  intravenously  administered 
Poly  rCUC~in  Chronic  multiple  sclerosis  patients.  2)  The  therapeutic  efficacy 


of  Poly-ICLC  in- MS. - 

TEchn : cal  Approach:  Poly-ICLC  is  administered  intravenously  on  a  weekly  basis 

for  ten  or  more  treatments  to  patients  with  chronic  MS. 


Progress  During  FY-82:  Five  patients  with  chronic  MS  are  currently  under  treatment. 


f!urS£»  of  Subjects  Studied: 

5  5  12 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Studyj _ 

ScP.  1 OU 5 AJ.TcX3 ECTED  SlDE  EFFECTS  IN  $U3J;CTS  PARTICIPATING  IN  PrOJECTCiF  NONE  SO  STATE):  Pat^ent 

died  unexpectedly  with  massive  pulmonary  emboli;  no  relation  to  drug  is  suspected. 
sec-  disposition  form  submitted  at  time  of  occurrence.) - - - 

OCCLUSIONS; 

No  final  conclusions  to  date,  but  Poly-ICLC  appears  to  be  safe  in  MS  patients. 
Transient  worsening  of  MS  signs  with  fever  is  seen  as  expected  in  some  patients 
Two  patients  appeared  to  have  Improvement  of  their  neurologic  signs. 


Publications  or  Abstracts.  FY-82: 

NONE 
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Key  Hams: _ _ _ _ _ ! _ 

Title  cf  Project:  treatment  of  acute  inflammatory  poly  neuropathy 

WITH  PLASMA  EXCHANGE. 


PRINCIPAL  IhyESTIGATCRCs): 


r-\.  Preston  C.  Calvert,  CPT,  MC ,  USAR 


Associate  Investigates):  Joan  Kumar.  MAJ.  MC,  USAR 


Facility:  WRfflC 


Accumulative  rEOCASE  Cost: 
0 


DcPT/Svc:  Neurology /Pathology 


Accumulative  Contract  Cost: 
0 


FY-83  MCCASE:  Contract  Cost:  Suppl^  Cost: 


Accumulative  Supply  Cost: 
.  0 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  Evaluation  of  plasmapheresis  therapy  of  Guillain- 
Barre's  syndrome. 

TEchi-i •. CM.  Approach,:  Multicenter  randomized,  controlled  therapeutic 
trial . 

:  Continued  acquisition  of  patients  toward  study¬ 
wide  goal. 

ffUMSER  Or  Subjects  Studied: 

FY-82:  2  Total  (to  date) :  4 


Before  Completion  a-  Study  C&  10 


ScR lOUS/Uf'EXPECTEO  Sl-DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT(lr  NONE  SO  STATE): 
None _ 


Conclusions: 

Study  in  progress. 


Publications  or  Abstracts.  FY-82: 
None 
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Date:  10/1/82 

Work  Ckit  Mo.: 

7117 

Status:  1kte;u?-i  X  Final 

Starting  Date:  ^ 

Jul  82 

Date  of  Cgvletion:  1  Jul  83 

P  J., _ X  J  1 _ 

Title  cf  Project:  Investigation  of  Cholinergic  Transmission  in  Brain  Stem's 
auditory  system  by  observing  changes  of  brain  stem  auditory  evoked  potentials  in 
oatients  receivina  hi  ah  doses  of  Artane _ _ — _ 

Principal  Invest icator(s>: 

Bahnan  Jabbari,  M.D.  LTC,  MC 
f>ri  h  ^“nderson  M  D  COL 

Associate  ImvesticatorCs): 

Michelle  Filling  COL  MC 

Facility:  VRA'IC  Evoke  Lab 

Dept/Svc:  Neurology  

Accumulative  i'EDCASS  Cost: 
Q 


Accumulative  Contract  Cost: 

0 


Accumulative  Supply  Cost: 
JL 


FY-83  KEECASE:  Contract  Cost:  Sjpply  Cost: 


Date  of  Committee  Approval  Op 


Annual  Progress  Report 


FEB  2  5  1983 


frviQY.fejcgnyc:  70  determine  if  a  cholinergic  neuro-transmitter  transmits  auditory 
signals  in  the  brain  stem. 

"Pc.HiT ■  cal  Approach:  £at1ents  on  hl'gh  doses  of  Artane  are  tested  by  Auditory  Evoked 
•=_1^  Potentials  before  and  during  treatment.  Changes  of  Latency  and 

Morphology  of  waves  are  recorded. 


Pr.003--.S3  Dunns _FY-8<:  one  patient  was  treated  before,  while  taking  20  mg.  and  while 
taking  40  mg  of  Artane  daily.  All  Baep  waves  were  slightly  delayed  at  40  mg  daily 
dose  but  f.hpir  interpeak  latency  -d-id- not  change. - - - — 

flu-sea  o?  Subjects  Studied: 

FY-32:  ^  Total  (to  date):  __J _  Before  Completion  of  Study: _ ^ 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  hi  Project! if  hone  so  state): 

_ None.  _ _ _ • _ 

Conclusions:  On  this  single  patient,  absence  of  any  interpeak  latency  chanqe  x 
niggesmhat  auditory  signals  in  brain  stem  are  not  conveyed  through  a  simple 
cholinergic  neurotransmitter.  Mild  delay  of  all  waves  suggest  a  cholinergic 
mechanism  at  middle  ear  or  cochlear  level. 


( 


Publications  or  Abstracts.  FY-82: 

None. 


548 


Date:  1/23/03 


Hay  Unit  iVo. :  7221 


Starting  Patf:  Jung  19 uO 


Status:  I nn rim  Final 

Datf  (Tr  Completion:  June  19C3 


Key  Hop-ds: _ _ _ _ _ _ _ _ _ 

Title  CF  Project:  The  Effect  of  Hypnotic  Intervention  on  the  Electroencephalogram 
of  Low,  Hedium  and  High  Hypnotic  Patients 


i 

I, 


Principal  Investigator's): 
Associate  Investicator(s): 
Facility:  jjgffjC _ 

Accumulative  rEOCASE  Cost: 


Harold  J.  Wain,  PhD 


Glenn  Harper,  MD 
Dahaman  Jabbari.  121 


Dw/SyC: 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 


FY-83  rECCASE:  Contract  Cost: 


Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  PPB  g  5  iqa> 


Study  Objective:  To  explore  the  effects  of  hypnotic  Intervention  on' the' e'ncepiialo- 
graphic  tracings  of  low,  medium  and  high  hypnotic  capacity  patients  before, 

duging,  and  af-ta-rtha-  induction  of-  a..  Ixypnatic-trance.. - - 

TECHNICAL  Approach:  Each  subject  is  to  be  evaluated  for  their  hypnotic  capacity. 

The  subjects  and  then  placed  in  low,  nedium  and  high  hypnotic  groupings.  EEG 
ro-rnrHingg  am  than  palcpn  on  one,  occasion  before. _ during  and  after  the  induction 

Progress Cu7.if7o  FY-S2V  °t  aKypnoECc'  state. 

Hine  (9)  subjects  (3  more  than  in  1930)  have  been  evaluated 


as, of  this  date. _ 

flUHSER  of  Subjects  Studied: 


FY-82:  2 


Total  (to  date): 


Before  Completion  of  Study: 


12 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  PrcjectCif  none  so  state): 
Hone 


Conclusions: 

Hone  at  this  time. 


Publications  or  Abstracts.  FY-82: 
Hone . 
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Date:  8  OCT  82 

Mean  Knit  (to.:  7222 

Status:  Interim  x  Fi::a* 

Starti: a;  Pate-  15  AUG  81 

Hatf  np  Completion:  1  FEB  82 

Key  libras:  Schizophrenia,  Rorschach 

Title  CF  Project:  The  Analyses  of  Thought  Processes  Using  the  Rorschach 


Principal  IuvF.STtGAToa(s):  Lawrence  E.  Klusman,  Ph.D.,  GPT,  MSC 


AssCCIATE  If!VeSrrCAroa(s?:  Susan  Colligan,  LT,  MSC,  (USN) 


Facility:  VIRfNC 

Dept/Svc:  Psychology  Service,  Dept  of  Psychiatry 

Accumulative  i-EDCASE  Cost: 

_ fl _ 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0  • 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ppp  >  k  jggg 

Stuov  03JSCT1VE: 

To  determine  the  stage  of  impaired  thought  process  in  schizophrenics. 


technical  Approach : 

Time-restricted  exposure  of  the  Rorschach  stimuli  to  schizophrenic  subjects 
Progress  During  FY-82:  ~  ” 

All  data  collected  and  analyzed.  Published  as  Ph.D.  dissertation, 
fiivsea  of  Su3jects  Studied:  ’ 

W'*2'-  36  Total  (to  date) _  Before  Completion  of  Studyj _ 

$ERI0U5/U,'1=X?ECTED  SlDE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PR0JECT(if  MNE  SO  STATE): 

NONE _ 

Conclusions:  '  *  ‘  ~ 

To  be  determined;  final  report  to  be  submitted  by  1  JAN  83. 


Publications  cr  Abstracts.  FY-82: 
Publication  in  journal  form  pending. 
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¥ 


D ATE :  10  /  82  V  taK  Cw  I T  f Jo . :  2223 

|  Siatus  :  C^fTtrc?!  u-T}  F  i::al 

Starting  Date:  August  1981 

Date  ct  CavLETio:i:  Ongoing  until  60  patients  have 

Key  SisiDS:  Extrapyramidal  Syndromes 

been  Shterad  study 

Tjtle  cf  Project:  Incidence  of  Neuroleptic-Induced  Extrapyramidal  Syndrotaes  in  a 
Double-Blind  Study  Using  Anticholinergic  Prophylaxis 


Principal  IttvF-SriGATca's):  Antonio  Blanco,  MD,  CPU,  MC 


Associate  Investigators):  of? 

A.  Shaw,  MD.  COL,  MC 
ph  SynaWnuskf ,  LTCr  ANC 

Facility:  VaA*!C 

1  Dept/Sw  Psychiatry 

AccU'iulativs  riECCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Sjpply  Cost: 

FY-83  HECCASE:  Contract  Cos 
ma 

T: 

Sjpply  Cost: 

Date  c? 
Annual  i 

Cc-'iirrEc  Approval  Of 

Progress  Report  rrn  o  5  io91 

SrjOY  Objective:  To  determine  incidence  of  neuroleptic-induced  extrapyramidal 


syndromes  in  patients  treated  with  a  high  vs.  a  low  potency  neuroleptic  agent 
am^  t"ar  th»p  p fophyi  nnfi  n  use  .nf  an— anticohnlinejgic  agent- significantly 
TCchn; c/lApproach :  sixty  (60)  patients  will  be  evaluated  at  time  of  admission  and 
during  first  21  days  of  neuroleptic  therapy.  At  the  time  of  initiating  the 
niurplerM*'.  r«|,<*nf  “-Ml  he  entered  into  a  double-blind  amticho liner gi c-p lacebo 

PgOiR-'sYfcjJRHi1;  FY-82: 

Due  to  change  in  principal  and  associate  investigators,  the  study  was  re-started 
In  .Inly  19S2- _ _ 

Ku-Se*  OF  S>J3JECTS  Si'UDIcD: 

FY-82:  6  Total  (to  date)  :  6 _  Before  Ccx*-s»ue t i o.\*  c."  Stusy:  60 

ScRIOUS/UnEXPSCTEO  SlD5  EFFECTS  HI  SUBJECTS  PARTICIPATING  III  Pt’0JECT<  IF  f.O.'.E  S3  STATE): 

No  serious /unexpected  side  effects. 

Co?:CL'J3iQfi3: 

NA 


Publications  o?.  Abstracts.  FY-82: 
None 
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1 


Work  Unit:  7223 


Title:  Incidence  of  Neuroleptic-Induced  Extrapyramidal  Syndromes  in  a  Double- 
Blind  Study  Using  Anticholinergic  Prophylaxis. 


STUDY  OBJECTIVE:  (Continued) 
modifies  the  incidence. 


TECHNICAL  APPROACH:  (Continued) 

regimen  on  a  twice  a  day  dosage  schedule  in  addition  to  the  neuroleptic  medication. 
Extrapyramidal  reactions,  if  any,  will  be  treated  appropriately.  After  21  days 
of  treatment,  the  code  will  be  broken.  Evaluation  of  the  patients  for  any  move¬ 
ment  disorders  will  be  conducted  twice  a  week  during  the  study  period  using  a 
standardized  rating  scale  for  extrapyramidal  symptoms. 


f 


552 


Date:  8  OCT  82  1  toy  L;ii;t  fa.:  7224 


Status:  f«T<:;mi 


Final  X 


Starting  Date: _ Date  of  Collet  ic:i:  May  30,  1982 

Key  Words:  Luria-Nebraska  Neuropsychological  Battery  Slide  Version 
Title  cf  Project:  ~ 


A  Ccxnparison  of  Slide  and  Card  Formats  for  the  Luria-Nebraska  Neuropsychological 

Battery  '  — - 

Principal  IwssncArcafs):  Francis  J.  Fishbume,  Ph.D.,  Chief,  Psychology  Service 

Associate  Investigators):  Kevin  Parry 


Facility:  WXZ 


T 


Accumulative  rcCCASc  Cost: 
0 


Dept/S'/C:  Psychology  Service,  Dept  of  Psychiatry 


Accu’-sa^tive  Contract  Cost: 
0 


FV-83  RECCASE:  Contract  Cost:  Supply  Cost: 
0  0  0 


Accumulative  Supply  Cost: 
0 


Date  of  Committee  Approval  Op 

P.NWM.  PROGRESS  PvEPC.RT  P£^_2_5_1383 


Study  Objective : 


To  compare  a  slide  format  for  presentation  of  the  Luria-Nebraska  neuropsychological 

Technical  Approach:  battery  to  the  standard  card  format.  “  - - 

The  stimulus  cards  of  the  Luria-Nebraska  were  converted  to  2  x  2  slides  which 
are  presented  on  a  Kodak  audio  viewer. 

Progress  Dupuis  FY-82:  ~  ~  " 


Ten  subjects  were  presented  the  material  in  a  counter-balanced  design. 

Htf-ScS  Or  $U3JECTS  STUDIED: 


FY-82:  10 


Total  (to  date):  10 


Before  Completion  of  Study: 


10 


Serious/Ui'isxpected  Side  Effects  in  Subjects  Participating  in  Project(if  nine  so  state): 
NONE 


Conclusions: 


There  are  no  significant  differences  between  a  slide  and  card  version  of 
the  Luria-Nebraska  Neuropsychological  Test  Battery. 


Publications  os  Asstracts.  FY-S2: 

Paper  is  in  preparation  for  submission  to  the  Journal  of  Clinical  Neuro¬ 
psychology. 
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"date:  8  OCT  82|  taK&HTKo...  7300 


7300 _ Status:  Interim _ ^  F  i;:al _ 

_ Date  of  Ccm-ETiON:  October  1983  (anticipated ) 

Examinations.  Normal  Control _ 


Star,i:.o  Date:  Or.tnher  1978 _ Date  of  Completion:  October  19«3  (anticipate 

Key  Iteos:  Neuropsychological  Examinations,  Normal  Control _ 

Title  cf  Project: 

Lsd  Followup  Study  -  Establishment  of  Normal  Controls  for  Neuropsychological 
Principal  Ihygsnc-AToa(s):  Francis  J.  Fishburne,  Ph.D.  >  Chief,  Psychology  Service 

Associate  1westicator(s): _ _ 

Facility:  tiRfflC  1  Dept/Svc :_  Psychology  Service,  Dept  of  Psychiatry 

Accumulat  1  vs  fcOCASS  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ o _ 0 _ _ _ : _ 2 _ 

FY-85  rECCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

_ 0_  n  0  Annual  Progress  Report  FFR  9.  S  TOP? 

StlIOY  03J5CTIVE: 

_ SAME _ 

TtCHMiCAL  Approach: 

_ UNCHANGED _ 

Progress  During  FY-82: 

Approximately  ten  volunteer  subjects  have  been  recruited  to  complete  the 
■no,  .rv^pqyohni  ngi  nal  evaluation  bringing  the  current  total  to  55  normal  control 
fJivsga  of  Su3JECTs  Studieo: subjects  evaluated. 

FY-82j _  Total  (to  date); _  Before  Completion  a-  Study:  UNCHANGED 

Serious/Unsxpscted  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

_ NONE _ _ _ : _ _ 

Conclusions: 

N/A 


Publications  or  Abstracts.  FY-82: 
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Date:  8  OCT  32  I  toy  Unit  No.:  7301 
Start  ir.a  Date:  3  JAN  1980 _ 


_ iSfATUS:  I UTERI!-)  X  F  i;‘M _ 

Date  of  Covletich:  OCT  1963  (anticipated ) 

Key  l&o s:  frUPl.  Military  Norms _ . _ _ _ 

Title  cf  Project: 

Baseline  NMPI  Profile  for  an  Active  IXity  Military  Population _ 

Principal  InvESTiGATosCs):  Francis  J.  Fishburne,  Ph.D. .  Qua f.  Psychology  Service 


Associate  Investigators): Stephen  C.  Parkison,  Ph.D. 


Facility:  VJRftfC 

Dept/Svc:  Psychology  Service,  Dept  of  Psychiatry 

Accumulative  i-EDCASS  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 
$1,574.00 

FY-85  rIC CASE:  Contract  Cost:  Supply  Cost: 

-NONE.  41  ,QQQ _  _J3 _ 

Date  o? 
Annual  1 

Committee  Approval  Op  .  _  4„_ 
Prosress  Report  •  ■  >'•  3  1993 

Study  Objective : 
SAME 


TEchn ■  cal  Approach: 

UNCHANGED _ 

Progress  Duauts  FY-S2: 

At  the  present  time  approximately  2100  protocols  have  been  collected  from 
fluMBEa  o?  Subjects  Studied:  Army  installations  in  the  United  States  and  Germany. 

_  Total  (to  date)j _ Before  Completion  of  Study:  5,000 

ScRICUS/UflEXPECTED  SlOE  ErrECTS  IN  SUBJECTS  PARTICIPATING  III  PiTOJECTCif  [O.NE  so  STATE) : 

NONE  _  . 

Conclusions:  Preliminary  conclusions  suggest  that  the  Minnesota  normative 
data  typically  used  for  interpreting  the  MMPI  is  inappropriate  for  the 
general  military  youthful  population. 


Publications  or  Abstracts.  FY-82: 

Symposium  conducted  on  preliminary  results  at  the  American  Psychological 
Association  Convention,  August  1982.  Papers  presented  are  attached. 
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Date:  s  nrr,  si  Work  Unit  fto. :  8050 


Status:  [mtrih  x  Final 


Starti.vg  Date:  1  October  1981 


Date  cf  CofpLcTio:i:  30  September  1984 


Key  Words: Hyperthyroidism/hypothyroid lsm/cardiac  function _ 

Title  cf  Project:  Radionuclide  assessment  of  cardiac  functional  reserve  in 
patients  with  hyperthyroidism  and  hypothyroidism 

-PaiKCPAL  llWF.$Tt  GATOR  (s).L  Rohert  0  .  Smallrldffe.  T.TC  MC _ _ 

Associate  If!VeST!GAro3(s):  M.  Goldman.  K.  Raines.  D.  Van  Nostrand.  K.  Burman 


Facility:  WRA’-iC  /wrair 


Dept/Svc:  Medicine/Clinical  Physiology 


Accumulative  i*£DCAS£  Cost: 


Accumulative  Contract  Cost: 


FY-83  MECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  of  Committee  Appp.oval  Of 
Annual  Progress  Report  FEB  2  5  1983 


Study  QsjsCTiVe:  To  determine  whether  patients  with  hyper-  or  hypothyroidism 
have  impaired  left  ventricular  (LV)  functional  reserve 

TECHNICAL  Approach:  Multigated  acquisition  (MUGA)  scans  are  performed  before 
and  after  bicycle  exercise.  M-mode  and  2-D  echocardiograms  are  also  done. 


Progress  During  FY-82:  The  hyperthyroid  phase  of  the  study  is  almost  completed. 
Only  three  hypothyroid  subjects  have  been  studied. 


ft umber  of  Subjects  Studied: 

FY-82:  17  Total  (to  date): _ 17 


Before  Completion  of  Study:  8-13 


ScRlCUS/U, '[EXPECTED  SlDE  EFFECTS  IN  Subjects  PARTICIPATING  IN  PrOJECT(iF  NONE  SO  STATE): 

None 

Conclusions:  Several  patients  have  had  abnormal  ejection  fractions  after 
exercise.  They  will  be  re-examined  after  correction  of  their  thyroid 
disorder  to  see  if  the  abnormality  is  reversible. 


Publications  or  Abstracts.  FY-82: 
None 


Date:  a  net.  821  Mosk  &jit  No.:  8052 


Status:  Intcw i^i  x  Fuat 


Starting  Pate:  i  rulv  1981 _ Date  of  CcyytETion:  30  September  198 3 

Key  Uqrjs:  Any-Io  tens  in-converting  enzyme /thyroid  function _ 

Title  c?  Project: Assessment  of  serum  angiotensin-converting  enzyme  In 
euthyroid  individuals  and  in  patients  with  altered  thyroid  function 


Principal  IwesTtGAToaCs): Robert  C.  Smallridge,  LTC  MC _ 

Associate  Ihvestioator(s):  P.S.  Verma,  CPT  MSC;  J.  Rogers,  GS-10 


Facility:  KWC /WRAIR 


Dept/Svc:  Medicine/Clinical  Physiology 


Accumulative  r£0CAS£  Cost; 


Accumulative  Cc:;tract  Cost: 


FY-83  KEDCASE:  Contract  Cost:  Supply  Cost: 

-  -  $2,000.00 


Accumulative  Supply  Cos r: 
$1692.20 


Date  of  Committee  Approval  Op 
lm* *-  Pr023=S3  Repc*t  F£B.  2  5  1983 


Stuoy  03JSCTIVE:  To  determine  whether  h^erVhyVoiaYsm"'of'hyp6tliyf6'Tdl'Bia_ 
affects  serum  levels  of  angiotensin-converting  enzyme  (ACE) 


TECHHiCAL  Abroach: Serum  ACE  activity  is  measured  using  ^C-hip-hls-leu  as 
substrate  and  determining  the  amount  of  hippuric  acid  formed. 


Pp.OQ.TESS  Curing  FY-82:  Additional  subjects  were  studied,  and  sequential  analyses 
were  performed  in  those  with  abnormal  thyroid  studies  initially. 


fiUH3£a  of  Subjects  StuoiEO: 

FY-82:  100  Total  (to  date):  250 _  Before  Completion  of  Study:  50-100 

Serious/Unexpscteo  Side  Effects  in  Subjects  Participating  in  ProjectO?  r.’o.\=  so  state): 

None  _ ■  _ . 

CONCLUSIONS: ‘  “ 

Serum  ACE  is  elevated  in  hyperthyroidism  and  decreased  in  hypothyroidism. 
ACE  activity  returns  to  normal  after  therapy. 


Publications  or  Abstracts.  FY-82: 

Data  presented  at  the  American  Thyroid  Association  meeting, 
September,  1982. 
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Date:27  Jan '83 
Start i:^  Date : 


I  Hc«k  Unit  No.: 
FY  '79 


9019 


I  Status:  Interiw 

~  , - t  r^r 

Date  of  Cwleti on : 


Fi?ml  x 


Key  VibRDs:  Hemoglobin  S,  Sickle  cell  anemia,  pyridoxal  phosphate 
Title  cf  Project:  Antisickl 'ing  agents a  I  teranon  or  ffem<5gT6bln" 

oxygen  affinity. 


Principal  Invest igatqr(s):  A.  Kark,  LTC,  MC  _ 

Associate  InvestigatorCs):  Rudolfo  Bongiovanni,  CPT,  MSCs  Peter  G.  Tarassoff, 


Facility:  liRA'iC  WRATR 

Accumulative  i-EOCASE  Cost: 

Accumulative  Contract  Cost: 
none 

Accuni^^e  Supply  Cost-. 

FY-83  F£CCAS£:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Prowess  Report  0  ?  10oo 

Study  Objective:  "Compare  ahd_YohYraYf*VhtTsTSVTThg'-3tTf7lTy"irr-pyrtdoxri 

— “  '  and  pyridoxal  phosphate. 


-technical  Approach :  T. Sickle  cells  were  loaded  with  PLP  or"  pyridoxal , 

using  HPLC  to  measure  hemoglobin  modification.  2.  Percent  sickling  was 
determined  as  a  function  of  PO2  and  %oxy-Hb 
Prowess  C-jp. mo  FY-82:  Control  experiment's  were  conducted  demons  crd  U  raj  rru 

swelling  of  sickle  RBCs  in  response  to  treatment.  A  paper  was  written 
submitted,  and  was  accepted  in  December,  1982. 
fitteea  of  Subjects  Studied:  •  “ 


FY-82: 


10 


Total  (to  date): 


Before  Completion  0.-  Study: 


SERIOUS/UflEXPECTED  Si-05  EFFECTS  IN  Su3JECTS  PARTICIPATING  III  PROJECT^?  J’ONE  SO  STATS): 

None:  patient  participation. involved  only  using  venous  blood  which  would 
Conclusions  Pttrerwtsg  iwnrc-bettn-d+eeardgd^  hoiog  drawn  fnr  rrssn  ctnHy 

1.  PLP  has  considerable  anti  sick! ing  activity.  2.  Both  pyridoxal  and 
PLP  modify  intracellular  hemoglobin  and  inhibit  sickling,  but  PLP  does  this 
without  increasing  oxygen  affinity,  whereas  pyridoxal  does  this  only  by 
increaseing  oxygen  affinity  of  hemoglobin,  thereby  reducing  oxygen  transport 
function  of  the  red  cell. 


Publications  or  Abstracts.  FY-82:  Kark,  J.A.,  P.  G.  Tarassoff,  and  R.  Bongiovanni . 
Pyridoxal  phosphate  as  an  antisickl  ing  agent  In  vitro.  In  press, 

Journal  of  Clinical  Investigation  (projected  date,  May,  1983). 
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Date:  ^  Oct  82 1  '..'gy  Unit  fio. :  9020 


Status:  Interim _ *  Fi:». 


Start i.\s  Date:  Oan  ^979 


Date  of  Completion:  ^an 


iv  ..  Antisickling  agent.  Vitamin  Bg,  Oxygen  affinity.  Red  Blood  Cell 

— ~  ■"■  ■■■* - The  'effects-of  Be  dldehyttesun  red  cell  oxygen - 

Title  cf  Project:  affin1ty  6 


Principal  Investigator's) . 


John  A.  Kark.  LTC.  MC 


Peter  G.  Tarassoff,  CPT,  MC 


naaiA,  ip.  i  c 

Facility:  VRA'iC  X 

Dept/Svc:  Hemat0,°9y 

Accumulative  r£0CAS£  Cost: 

0  | 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0 

FY-83  r£CQ\SE:  Contract  Cost: 

Supply  Cost: 

Date  of  Ccknittee  Approval  Of 

Annual  Progress  Report  FPR  $>  k  iqq-j 

1 _ _ 

^T“0Y  —  ~CT-—:  Establish  the  mechanism  of  effects  of  B6  aldehydes  on  red 
cell  oxygen  affinity  and  on  red  cell  sickling. _ 

technical  Approach:  hashed  red  cells  were  prepared  from  normal  individuals 
and  from  those  with  sickle  hemoglobinopathies,  were  modified  by  incubation 
with  Bfi.  and  the  changes  in  oxygen,  a f -lift tty. -and  sickling  were  noted., _ 

Progress  Turing  FY-82: 

A  paper  was  submitted  to  the  J.  Clin.  Invest,  and  an  additional 

_ rnntmi  »yp»r inipnt  was  run  in  response  to  review,  the  revised  manuscri pt 

fiUMSeft  Or  Subjects  Studied:  was  re-submitted 

10  20  20 
FY-82: _  Total  (to  dateIj _  Before  Completion  of  Study: _ 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  m  ProjectOf  come  so  stats): 

none 

Cqmclus ions :  Pyridoxal  phosphate  and  pyridoxal  have  opposite  effects  on 

oxygen  affinity  of  normal  cells.  Both  inihbit  sickling  but  by  different 
mechanisms  due  to  hemoglobin  modification. 


Publications  or  Abstracts.  FY-82: 

An  article  is  now  in  review  by  J.  Clin.  Investigation. 
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VATc: _ 1  Hay  15>;;t  tio.:  _ | Status:  InraiH  x  Finai 

c  .  November  lb,  1  982  r  *  "  „  ~  , ,  77IT" 

Start i:.s  uate:  Date  of  Collet  io;i:  November  15,  1983 


Keywords:  Sickle  Cell  Trait,  Altitude  Chamber 


Title  cf  Project:  a  pilot  study  of  altitude  chamber  training  for  individuals 
with  sickle  cell  trait  (SCT) 


Principal  IftvF.sriOAToa's) :  John  A*  Kark*  LTC»  MC *  Peter  G-  Tarassoff,  CPT,  MC, 


-As66etAre-liiv€s*K*fei*(*lf Donald  E.  Butkus,  COL.  MC ,  Daniel  B.  Kimball,  COL,  MC.  etc 


Facility:  WWC.  AFIP.  WRAIR  Dept/Svc:  Dept-  Med’  Airospace  Pathology,  Hematology 


Accumulative  f<EDCAS£  Cost:  Accumulative  Contract  Cost:  j  /^cumulative  Supply  Cost 


FY-83  /'ECCASE:  Contract  Cost:  Supply  Cost: 


1 


Date  of  Ccmmittec  Approval  Of 
Annual  Progress  Report  FEB  2  5  mj 


Stuoy  OsjEcm-E:  To  establish  the  risks  of  altitude  hypoxia  for'TCr'avTafdr 
n  NATO  training.  Pilot  for  future  large  field  study. 


T^CWN'JCAL  Approach;.  rnysioiogic  evaluation  ot  an  anu  nun-oLi-sttojccts— aerere, 
aiirfng,  arid  after  flights  in  the  AFIP  altitude  chamber.  Preliminary  study 
added  and  consent  froms  modified  in  accord  with  AFIP  review 

Progress  During  FY-82:  Protocol  cleared  three  Institutes  and  equipment  purchased 
and  set  up.  Procedures  practiced  in  the  laboratory. 


fiurSER  of  Subjects  Studied: 

FY-82:  G  Total  (to  date):  G 


Before  Completion  of  Study: 


Serious/Unexpected  Sms  Effects  in  Subjects  Participating  in  ProjectCif  .none  so  state): 


Conclusions: 


Publications  or  Abstracts.  FY-82: 
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#9020-82 


Principal  Investigators: 

John  A.  Kark,  LTC,  MC ,  Dept.  Hematol.  WRAIR 

Peter  G.  Tarassoff,  CPT,  MC ,  Dept.  Hematol /Oncol .  WRAMC 

Donald  E.  Butkus ,  COL,  MC ,  Division  Medicine,  WRAIR 

Daniel  G.  Wrigth,  MAJ,  MC ,  Depart.  Hematol.,  WRAIR 

David  M.  Posey,  Aerospace  Pathology  Division,  AFIP 

Robert  R.  McMeekin,  C0L,MC,  Division  of  Aerospace  Pathology, 

AFIP 

Daniel  B.  Kimball,  COL,  MC ,  Dept.  Medicine,  WRAMC 


Associate  Investigators: 

James  P.  Dixon,  CPT,  USAF,  BCS,  Aerospace  Physiology  Research 

Branch 

Douglas  van  Nostrand,  Dept.  Nuclear  Medicine,  WRAMC 
Yancy  Y.  Phillips,  MAJ,MC,  Division  of  Pulmonary  Medicine,  WRAMC 
James  J.  Jaeger,  MAJ,  MSC,  Dept.  Clinical  Physiology,  WRAIR 
Andrew  J. Young,  CPT,  MSC,  Dept.  Clinical  Physiology,  WRAMC 
Claude  J.  Tellis,  LTC,  MC ,  Division  of  Pulmonary  Medicine,  WRAMC 
Jack  Moore,  Jr.,  LTC,  MC ,  Division  of  Nephrology,  WRAMC 
Daniel  A.  Nash,  Jr.,  Division  of  Nephrology,  WRAMC 
Paul  Whitmore,  COL,  MC ,  Department  of  Opthalmology ,  WRAMC 


3il 


Date:  10/20/81 


Work  15m tT  to.:  9021 


Status:  fnr£fmi  x 


Final 


Start i. '.j  Date:  26  Feb  80 


Date  of  Collet  iom:  1  Jul  83 


Key  ttoos:  Marrow  transplantation;  heterologous  transplant 
Title  cf  Project: 


Human-Marrow- in-Mouse  Chimera 


Principal  litv£ST[CATOa(s):  ^0^  William  H.  Crosby,  MC 


Associate  Investigators):  Mary  Cutting,  M.S. 


Facility:  tflfflC  /WRA1R 


Dept/Svc:  Hematology /Medicine 


Accumulative  rcOCASE  Cost: 


Accumulative  Contract  Cost: 


FY-83  i-ECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  op  Committee  Approval  Op 
Annual  Pro-cress  Report  26  Jan  1982 


Study  QbJcCTIVE:  to  transplant  human  (cadaver)  marrow  into  a  lethally  irradiated 
mouse  in  order  to  repopulate  him  with  human  marrow  and  blood  cells. 

TEchn ; cal'  Approach  afe  'Trraaia^ed'  (900r)  with'whole  bbdy  Eafllatlun  tu  ■  ablate 

fit&iaxopgle t tc~and  immune  systems  after  heterologous  marrow  core  has  been  implanted 
subcutaneously  ten  days  earlier.  The  radiation  destroys  the  host  and  donor  hemato- 

jjuletlc,  and  immuncr  systems-,  but  not  the  stroma  of  the  implanted  core. - 

rROOSe aSTXiR i tiG  None.  We  have  used  rat  marrow  in  mouse  as  a  model  because  success 

has  been  reported  by  others.  As  yet,  we  cannot  establish  rat  marrow  in  the  lethally 

irradiated  mouse. — _ _ _ _ _ _ 

Kirsea  of  Subjects  Studied: 


FY-82: 


Total  (to  date): 


Before  Completion  op  Study:  10 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Projector  ions  so  state): 


Conclusions: 


We  have  not  yet  begun  to  use  cadaver  marrow. 


Publications  op.  Abstracts.  FY-82: 
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Date:  4  Qct  82  1  foy  Emu  Kg.:  #9021-82 


Status:  Iutehih 


h:>. 


Start i.vj  Date:  October,  1982 


Date  of  Ccppletic:!:  o<.roeu(  '23 


Keywords-  Red  Ce11s»  Sickle  Cell  Trait,  anion 


Title  cf  Project: 


Anion  Permeability  of  Sickle  Cell  Trait  Red  Cells 


PiT  1  t:c t ? al  Iw/sst igatcrCs? :  John  A.  Kark,  LTC,  MC 


Associate  InvestigatorCs): 


Facility:  KRffiC 


Accumilat i vs  fcKASE  Cost: 
none 


Uept/Syc: 


Accumulative  Contract  Cost: 

none 


FY-85  rHJCASE:  Contract  Cost:  Supply  Cost: 
$750  _  _ 


Accumulative  Supply  Cost: 


Date  0?  Committee  Approval  Qa 
Annual  Progress  Report  FEB  2  5  iggj 


Study  Objective:  To  determine  whether  anion  permeability  of  red  cells  is 
related  to  sickling  or  to  increased  membrane  *)inf||3ggfJb?8li,morph^c 

TCchmic/o  Approach:  A  prospective  paired  study  of  anion  permeability  of 
red  cells  of  different  hemoglobin  phenotypes,  using  small  samples  of  venous 
blood,  and  determining  (35-Cl^  efflux  from  red  cells. 


Progress  Rip,  wo  FY-82:  Equipment  was  purchased  through  WRAIR,  and  just  arrived 
at  the  end  of  FY-82 


ftUMSea  OF  Su3JcCTS  STUDIED: 

FY-82:  0  Total  (to  date):  0 _  Before  Ccj«.Eno,\*  of  Study:  70 

Ssrious/IImsxpecteo  Sics  Effects  in  Su3jects  Participating  in  Project( if  boss  so  state): 

none 

Conclusions: 

-  None 


\ 


Publications  0?.  Abstracts.  FY-82: 

Kark,  JA,  Hicks,  CU.  Enhanced  anion  permeability  of  membrane 
anion  channels  in  sickle  erythrocytes.  Blood  58/.60a,  November,  1981. 
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Date:  20  Oft  82I  Way  Ml  Ao.:  9022 


Status:  Interim  x  Rkal 


Starti:.g  Date:  9  Apr  80 


Date  of  Completion:  1  Jul  83 


Key  Words:  Iron  Metabolism:  Iron  Absorption:  Iron  Deficiency. 
Title  cf  Protect: 

Iron  Tolerance  Test  (.ITT) 


Principal  IwESnCAtoaCs):  COL  William  H.  Crosby,  MC 


Associate  Investigator^):  Mary  Cutting,  MS 


rtibiA-iAit  invcai  •  *■*«»*■  .7  ~ 

Facility:  KRAIC/WRAIR 

Dept/Svc:  Hematology/Medicine 

Accumulative  HEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rECCASt:  Contract  Cost:  ! 

Supply  Cost: 

Date  of  Committee  Approval.  Of  0  f  iqo*3 
Annual  Progress  Report  FEd  *  u  130  j 

1 

Study  Objective:  To  identify  and  interpret  the  variables  in  the  "small  dose  ITT" 
that  we  have  developed. 


ItCHNTC/a.  Broach-  To  rnildy  iron  deficient  subjects  we  give  a  small  dt)Hb(  10-30  mg) 
of  if on  by  mouth,  then  measure  the  plasma  iron  concentration  at  intervals  for  8 

hours.  We  modify  the  dynamics  of  the  absorption  curve  by  food,  by  changing  the 
degree  at  iroii  — by  varying— €  ha  qo6a  oc — iron.  — — - 

Pp.&3ess  During  FY-ffi:  ^  te9t  gives  predicable  results.  Tests  of  iron  with  foods 


have  begun. 

fiUf'SER  OF  SU3JECTS  STUDIED: 


FY-82:  132  Total  (to  date):  182 _ Before  Cci-iPLETtoN  of  Study:  300 


Serious AI, '(expected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 

_ None _ 

Conclusions:  test  behaves  predictably  in  replicate  trials.  Normally  iron 

replete  men  have  little  or  no  change  in  plasma  iron  concentration.  Iron  deficient 
subjects  (blood  donor^  show  significant  increases.  Tests  with  food  iron  show 
a  slower,  shallower  increase. 


Publications  or  Abstracts.  FY-82: 

None 
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_ 1  Status:  Intlhk-) _ X  Fi 

Date  c r  Collet i o.!( :  1  Jul  83 


Date;  10/20/81.1  toy  tiwr  ft'o . :  9023 _ [Status:  In 

Start  k.g  Date;  5  Aug  81 _ Date  of  Collet io;i: 

Key  Words:  Iron  Absorption,  Radioiron;  Iron  Deficiency 
Title  ce  Project: 


Measurement  of  Iron  Absorption 


Principal  Investigator's):  C0L  William  H.  Crosby,  MC 
Associate  InvestigatorCs):  Marv  Cutting.  M.s. _ 


Facility:  KRAJ’C/wrair 

Dept/Svc: 

Hematology , 

/Medicine 

Accumulative  PEOCASE  Cost: 

Accumulative  Car 

raAcr  Cost: 

Accumulative  Supply  Cost: 

FY-83  MECCASE:  Contract  Cost: 

Supply  Cost: 

Date  of  Ccmmittfe  Approval  Of 

Annual  Progress  Report  26  Jan  82 

1... 

the  changes  of  concentration  ot  plasma  iron  following  a  small  oral  dose  of  iron. 

TCcfn -*• A:3P?0Al~nj^orma^'  sut}jeccs  mild  lron"deficii;nuy  (blood  demurs)  are  given 

STEtti^  noses  i  I  uCi)  of  59Fe  by  mouth  in  carrier  doses  of  various  amounts  (10- 
50mg  of  iron) .  The  retention  of  radioactivity  after  1  week,  determined  by  whole-body 

WMinMng,  rapraaanfn  tha  parrflnMgfl  nf  -|  i-nn  ahynrKorl  _ _ _ 

— —  lllG-  —  We  have  performed  a  pilot  study  of  absorption  of  large  doses  of  iroi 
60mg  versus  120mg.  30%  of  the  iron  was  absorbed  from  each  dose:  18mg  versus  36mg.  The 


Number  or  Su3jects  Studied; 

3  Total  (to  date):  6 _ Before  Comale  no,-!  of  Study:  30 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  in  ProjectCif  hone  so  state): 

ConCLJa tans .  jn  a  aingie  pilot  test  there  did  seem  to  be  a  correlation  between  the 
Ifighqgt  of  the  curve  and  the  total  amount  absorbed. 


Publications  op.  Abstracts.  FY-32; 
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Path:  1  Oct  82  1  limr  r.'o. :  _9025. 
Start i.-.a  Date :  i  Jan  81 


_ _ __J_r<f;\[uu: _ lhltRiy_x  Firrji  _ 

_ _P<} f  f_Cr  Com  rn not  determined 


Keywords:  Myelopoiesis .  Bone  Marrow,  Hematopoietic  Seem  Cells  _ 

Title  Cr  PnOJ.Ci:  Studies  of  the  Proliferation  of  Myeloid  Precursor  Cells 
Isolated  from  Normal  Human  Bone  Marrow 


Pr INC! PAL  ! : s f ! 0 A rrj.R ' 5 ) :  Dr 

.  Daniel  G.  Wright 

As  see  r  ate  1i:vcSTigatcr(s):  Dr 

.  August  Salvado 

Facility:  \PJi  'Z 

Dept/Svc:  Hematology  Medicine 

Accu.'tj’.ative  i£0CAS£  Ccsr: 

Accumulative  Contract  Cost: 

A CCLVJL.A 

none 

1 _ 

_ _ none _ | 

_ i 

none 


none 


none 


Cats  0?  O/ven;:  ('mwal  Of 

hm ual  pRucriiss  Report  pgB  2  5  iqRq 


Study  Objective:  „  _  , 

-  To  study  naturally  occurring  mediators  that  regulate  the 

production  of  myeloid  cells  in  the  bone  marrow 


T—H‘- Collection  of  bone  marrow  aspirates  from  normal  human  volunteers; 
purirication  of  myeloid  precursor  cells  from  marrow  by  density  gradient  and  counter- 

-f.lott.  elurriarion  rechnlqueai— in  vitgQ-Culture  of  bone  marrow  cells. _ 

— •  -  - 1-  ■■■  J"-ri  y---  ■'  Establishment  of  techniques  to  purify  myeloid  precursor  cells 
(myeloblasts,  promyelocytes,  myelocytes)  from  normal  human  bone  marrow  aspirates. 

JL — Identif.ica.tion  and_. characterization  of  cholinergic  receptors  on  myeloid  precursor 
*****  Or  Swj-cts  SiuaicD:  5o(app0x.)  '  cells. 

_  Total  (to  date): 


FY-S2: 


Sc  R I CU  3  /  l! 'I ;  X?  H  C  7  E  D  SlCH  EFFECTS  lil  SUBJECTS  PARTICIPATIi! 

none  _ _ 

CofiCL'JSlQ.’lS: 


Before  Completion  of  Study: 

3  in  PiT3JEcr(;r  cxe  sd  state): 


on-going  project 


Pu8L  I  CATIONS  I..R  ABSTRACTS.  FY*32: 

Wright,  D.G.,  Meierovics,  A. I.,  Schoomaker,  E.B.,  Tang,  L.  and  Lucas,  D.: 
Muscarinic  cholinergic  receptors  on  human  neutrophils  during  their 
development  and  function.  Clin.  Res.  30:382A,  1982 
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P.Vtc  Or  Cq^I  ETIONtJuly  1983 


Start i ;.o  Date:  October  1981 _ 

Key  llyjs:  Intravenous  Immunoglobalin 

Title  cf  Project:  The  Prophylactic  Use  of  Intravenous  Immune  Globulin  in  Adult 
Neutropenic  Patients  with  Hematologic  Malignancy 


i 

! 


t 


Pnt';C!?AL  l'A'£srtCATCfi(s>:  Barbara  M.  Alving 


Associate  IhvESTIGatorCs):  Alan  Cross,  Gerald  Sadoff,  Howard  Terebello,  Phil  Baldwin 


Facility:  VP.At'C 


/^cumulative  fSOCASE  Cost: 
_ 1-LSQfl _ 


1, _Hpma.Tn1_o gy  / pncolo gv 


ACCUMULATIVE  Cc: ‘TRACT  COST:  ACCUMULATIVE  SjRPLY  COST: 


FY-83  r££CASE :  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  ffp  p  c  iqqr 


Stuoy  OBJECTIVE: 


to  determine  it  infusion  of  IV  immune  globulin  into  neutropenic 


patients  will  reduce  incidence  of  infections 

Technical  Approach : A  double-blind  study  is  in  Progress.  Patients  receive  either  Immune 
globulin  or  albumin  at  start  of  treatment  for  leukemia.  Dose  at  half-level  will  be 
.  rgpgaroN  “wry  two  HEfika  as  long  as  neutropenia  persists. _ 

..S9sa--,:>  Pu.-.fi-j  FY  82.  patientg  have  been  entered  into  the  protocol,  four  of  whom 

are  from  WRAMC  and  one  whom  is  from  Letterman  Army  Hospital. 

flilMSeR  Or  $IJ3JECTS  STUDIED:  ~  ~ 


Total  (to  date):  5 _  Before  Completion  of  Study:  60 

Sericus/Unexpecteo  Side  Effects  in  Subjects  Participating  in  Projector  cone  so  state)  • 

No  unexpected  side  effects  have  been  noted. 

Concl'J s 1 0? is : tvi q  study  is  progressing  extremely  slowly  even  with  the  joint  cooperation  of 
the  Hematology-Oncology  Services  at  Brooke  and  at  Letterman.  We  are  therefore  con¬ 
sidering  termination  of  the  study.  This  will  be  discussed  within  the  next  month  by 
the  investigators.  Although  the  Baltimore  Cancer  Research  Center  had  initially 
promised  to  work  with  us,  they  were  triable  to  fulfill  the  committment  because  of 

funding  problems.  . _ _ _ _ _ 

Publications  or  Abstracts.  FY-82: 


None 
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Dai £: Sep  30  82 j  Way  Unit  fo, :  9027 


St atus:  t mcnm  X  F  i ;  :al 


Starting  Date:  7/1/81 


Date  cf  Con-let  ion:  30  June  83 


Key  Words:  Antibiotic-associated  colitis,  Clostridia  difficile 

Title  cf  Project:  Prevalence  of  antibiotic-associated  colitis  among 

patients  on  prolonged  therapy 


Principal  IwESTic-AToaCs?:  A^-an  S.  Cross,  M.D. _  _ 

Arthur  Dobek,  Peter  Gemski,  Steven  Opal,  Charles  Os ter , 
Associate  InvesnGAroaCs):  Robert  Redfield.  Sara  Rothman _ 


Facility:  VHAMC  Dept/Svc:  Medicine 

Accumulative  iEDCASS  Cost: 

0 

Accu-tiiLAT i ve  Contract  Cost:  Accumulative  Supply  Cost: 

0  1500 

FY-83  FEDCASt:  Contract  Cost:  Sufpi^Cost: 

Date  of  Cavurrcc  Approval  Of 

Annual  Progress  Report  Not  applicable 

Study  Objective:  To  identify  the  relative  frequency  of  antibiotic-associated 
colitis  as  a  cause  of  antibiotic-associated  diarrhea 


TECHNICAL  Approach :  To  obtain  stool  specimens  from  patiens  on  antibiotic  therapy, 
and  to  examine  these  stools  for  the  presence  of  C.  difficile 
_ _ and/or  its  toxin. _ 

Progress  During  FY-82:  Progress  during  FY-S2T  We  have  now  assayed  a  total  of  46 
stool  specimens  for  the  presence  of  C.  difficile  toxin.  Of  the  33  patients  studied, 
5(15%)  were  positive  for  C.  difficile  cytotoxin.  C.  difficile  was  isolated  from  3 

fi'UK3cR  OF  Slbjects  Studied:  (see  below) 

FY-82j _  Total  (to  date)j _ Before  Completion  of  Study:  300 

Serious/Unex’Scted  Side  Effects  in  Subjects  Participating  in  PnojectCif  none  so  state):  None 


Co.N'CL'JB  ions :  Need  more  patients 


Publications  or  Abstracts.  FY-82: 


of  the  5  toxin-positive  specimens.  Even  with  the  shortened 
consent  form,  progress  was  significantly  affected  by  the 
difficulty  in  obtaining  informed  consent  for  collection  of 
stool  specimens. 
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Date: 9/20/82 


Kay  Ia'T  to. :  9028 


StartilU  Date:  1  July  1981 _ 


_ jc.’/'.TilSj  [k It HIM  X 

Date  c?  Com t TU'.‘<:  1  December  1981 


Key  Loans  :  Coumadin  HPLC _ ^  _ _ _  _  _ 

Title  cf  Project:  Measurement  ot  Plasma  Warfarin  Levels  With  High  Performance 
Liquid  Chromatography 


P.Hr;c:?'L  li.vssriGATC^s):  Barbara  M.  Alving _ _ 

Associate  Invest  IGatC.r(s):  Robert  Knight,  Charles  Barr,  Pat  Strickler,  Ted  Gegoux,  lllrenbe 


Facility:  mt 


|  Dept/S'/C:  Hema  to logy 


Accumjlat [vs  rEDCASE  Cost: 


Acar -rjunive  Cc.itpact  Cost: 


Accumulative  Supply  Cost  - 


FY-S3  F£CCAS£:  Co.ntp.act  Cost  :  Supply  Cost: 


Late  of  Ccr-v-:*  this  Approval  Of 
lm  PROGRESS  ?.s*CA:  ft!  r.  il-*’- 


Stuoy  Objective :  establish  a  procedure  for  accurate  measurement  of  warfarin  levels 

in  plasma 

"  a  plasma  assay  for  warfarin  levels  that  utilizes  HPLC  has  been 

developed 


Proopf-s  ftoiiNS  FY  S?:  i2o  pa.V;««4-s  have  ha»C.  meaJure*nt.»l  oT^ 

platan.  Ve^cis  of  u>a»-Cari«  och.Vt  - -to-W-*.  r> ^  hhls  dru.3 

on.tr — fls - tgjaa_  jt»roe  pe^-oaC-  _ _ _ 

Study  is 

_ _  Before  Completion  of  Si  lev:  completed 


hU.3i.-I  Or  Su3j;c iC  SvUOIETJ: 

FY-S2:  20 _  Total  (to  date):  20 


Sericus/Unsxpected  Side  Effects  in  Subjects  Participating  in  PnojicrCir  imp.;  s;  state) T 

None 


— A  sensitive  method  for  determination  of  plasma  coumadin  levels  has 
been  developed.  Range  for  patients  on  adequate  anticoagulation  is  0.42  -  3.85Ug/mi 


Publications  or  Abstracts.  FY-S2 : 

Abstract:  Alving,  B.M.,  Strickler,  M.A. ,  Knight,  R.D.,  Barr,  C.F. , 
Berenberg,  J.F.,  and  Gegoux,  T. 

Warfarin  resistance:  investigation  of  a  rare  phenomenon. 
Clin.  Res.  30,  309  A  (1982). 
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Pats:  9/20/82 


V.'a*  linn  9029 


I _ _ I.SfATUS:  IhURIH 


Fi;:; 


_Sta3TK.S  Pate: November  1981. 
Key  >£sjs:  rrtmii«dln 


P-.V:  Or  few-!  CT  I  J.I:  peremhor  1982 _ 


Title  cf  Project; 


Investigation  of  Hereditary  Resistance  to  Coumadin 


pRifiCiRAL  IrAgSTiCjJcaCsh  Barbara  Alvina.  M.D. _ _ 


Facility;  VRA’-E  i 

D:pr/3vc:  Hematology /Oncology 

Accumulative  rEOCASi  Cost: 

.  / 

Hi  0. 

;  w.vn  a-  Contract  Cost: 

..  -  '  T  ..  ^ 

/vrcw-VAHvi  Supply  Cost; 

l:iW"-  P*»«2ss'  P.EPCrfT'VpR  2  5  ffltt 


Stuoy  0 jJ£CT i '■'£ :  To  determine  if  family  members  of  our  patient  with  coumadin  resistance 
also  are  resistant  to  this  drug. 


T^9Fii.&tk/>3p;?aA?l:  Normal  volunteers  were  given  coumadin  (0.45  mg/kg)  and  prolongation 
of  the  prothrombin  time  was  measured  at  36  and  48  h. 


PaodasaS  FY  £2=21  volunteers  and  four  family  members  have  been  studied  and  the 

data  analyzed. 


f!df:3e,<  Or  Subjects  SruJ!£j: 

FY-82 :  21  controls  Tgtal  (iJ  DATS):  25 

- 4_  Fami  T  y  Momhayp _ ” _ 

ScRICiJo/U.'!:XiJiCT£3  SlDc  ErFeCTS  Ifl  S.'SJECTS  pAB7lCIP.\TIT:3  Ifi  PiT3JIC7(lF  t:0\£  SO  STATE/ : 


B'FORc  CoMrit-  r iov:  c.T  Siuoy:  25 


_ None _ 

CoMQ-bS  t0"5 :  Two  of  21  controls  did  not  have  a'  prolongation  of  Che  prothrombin  time. 
Both  are  on  diets  rich  in  vitamin  K.  One  family  member  also  did  not  show  a  response 
to  coumadin.  We  will  study  these  three  persons  with  a  higher  dose  of  coumadin 
(0.9  mg/kg).  A  resistant  patient  should  show  no  response  at  this  doc*.  while 
normals  would  have  a  prolonged  prothrombin  time. 


Publications  a?  Abstracts.  FY-82:  "  ~ 

Abstract:  Alving,  B.M. ,  Strickler,  M.P.,  Knight,  R.D.,  Barr,  C.F., 
Berenberg,  J.F.  and  Gegoux,  T.  Warfarin  resistance: 
investigation  of  a  rare  phenomenon.  Clin.  Res.  30,  309A 
(1982). 
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io»c  ISnit  No.:  9030 _ i  Status:  Interim  X  Rkal 


Starting  Oate:  1980  _  Date  of  Completion:  Indefinite 


Key  Words:  Ischaemic  bowel.  Surgery,  Enzymes 


Title  cf  Project:  Circulatory  Serum  Isoenzymes 


Principal  IwssTtCAToa(s):  Geoffrey  Graeber,  LTC 


Associate  Investigator(s) :  John  W.  Harmon _ 


Facility:  NRfflC  I  Dept/Svc:  Surgery 


Accumulative  rEDCASS  Cost:  I  Accumulative  Contract  Cost:  Accusative  Supply  Cost 


II 


FY-85  MCCASE:  Contract  Cost:  Supply  Cost: 


Date  op  Committee  Approval  0 
Annual  Pf?oaR=ss  Report 


Stuoy  Objective: 

To  identify  a  serum  marker  for  ischaemic  bowel 


Ttnj.u  Approach  * 

To  collect  serum  from  patients  with  ischaemic  bowel,  as  well  as  other  conditions 
for  controls,  and  measure  levels  of  potential  marker  enzymes. 


Progress  Pur  ins  FY-S2:  _  ,  .  . 

Eight  patients  with  ischaemic  bowel  have  been  studied.  The  results  of  these 

studies  are  being  written  up. _ 


RU'-asa  op  Subjects  Studied:  Indefinite 

FY-82: _  Total  (to  date)j _  Before  Completion  of  Study: _ 


Before  Completion  of  Study: 


ScR lOUS/UftEXPSCTEN  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  Ift  PiT0JECT(lF  NONE  SO  STATE): 
None 


0NCLUS10NS:  None 


Publications  or  Abstracts.  FY-82:  None 
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ii’oSK  liMT  tb.:  9031 


_ 1  Status:  Interim  X  Fkdl 

OaTF  op  CoMPl  ETIO.M: 


Starting  JUte:  1980  Oatf  op  Compietion: 


Key  Words:  Stomach,  Acid 


Title  cf  Project:  Study  of  Control  Mechanisms  for  Human  Gastric  Pareital  Cells 


Principal  Investigator's): , 


Associate  Investigator^):  Samuel  Batzri,  PhD 


Facility:  KWiC 


Accumulative  fiEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


■ 


FY-83  r'ECCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  0 

Annual  Progress  Report 


Study  Objective:  To  study  the  control  mechanisms  of  human  pareital  cells. 


TECHNICAL  A0?roach:  To  study  gastric  mucosal  cells  which  have  been  dispersed 
using  isolated  cell  technique 


!/ ‘P  .fy.ll? :  Further  work  has  been  done  at  USUHS  gaining  experience 
with  the  cell  methodology 


Number  of  Subjects  Studied:  None 
FY-82: _  Total  (to  date): 


Before  Completion  o?  Study: 


ScRIOUS/UnEXPECTED  Sl-OE  EFFECTS  IN  SUBJECTS  PARTICIPATING  III  PrOJECT(iF  MOMS  SO  STATE): 
None 


Conclusions: 


Publications  or  Abstracts.  FY-82:  Attached  are  the  results  of  2  animal  studies 
using  this  technique 
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1  Status:  Interim  x  Fikal 

Startup  Date:  1980  Date  of 

Coppi  ETION:  Indefinite 

Key  WORDS:  Colon.  Surzerv.  Ion  transport 

Title  cf  Project: 

In  Vitro  Analysis  of  Human  Colon  Ion  Transport 


Principal  IkyestigatorCs):  Harmon-,  John  W. 


Associate  I^-estigatorCs):  R°yW°ng.  Tal 


Facility:  WRAHC  x 

□ 

Dept/Svc:  Surgery 

Accumulative  PEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  f-SXASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ccd  o  k  moo 

..  ..   1 

1.  , 

Study  Objective: 

To  investigate  transport  mechanisms  of  the  human  colon 


technical.  Approach  : 

To  study  colonic  mucosa  from  surgical  specimens  using  Ussing  Chamber  technique 

Progress  Puri no  FY-82:  ~  ~ 

No  work  was  accomplished  on  this  protocol  in  FY  82  because  of  the  PCS  of  the 

kev  investigator  R.  Decker. _ 

RumscR  of  Subjects  Studied:  indefinite 

FY-82: _  Total  (to  date)j _ _  Before  Completion  of  Stuoyj _ 

Serious/Uhsxpecteo  Side  Effects  in  Subjects  Participating  in  PrcjectCif  moss  so  state): 

None 

foiCLUSJttiS:  None  ~ 


Publications  or  Abstracts.  FY-82: 
None 
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Date:  4  net  82  Work  (.nit  No. :  9035 

Status:  Inixrih  y 

Final 

Starting  Date:  jun  1977 

Date  of  Completion:  -- 

Key  Words:  Altitude,  oerformance 

Title  cf  Project:  Effects  of  altitude, 
of  a  choice-reaction 

mood,  and  dietary  habits 
time  task 

on  performance 

Principal  Invest icatob(s):  Dixon,  J.P.,  CAPT,  USAF,  BSC 


Facility:  AEIP 

>h  1  p 
□ 

Dept/Svc:  AerosPace  Pat 

ihology 

Accumulative  fCEOCASE  Cost; 

Accumulative  Coutract  Cost: 

Accumulative  Supply  Cost: 

FY-83  HECCA9E:  Contract  Cost:  Supply  Cost: 

Date  re  Cckmittee  Approval  Of 

Annual  Progress  Report  re,.  ■>  - 

—  - 

1 

'  - 

StuOY  OgJcCnVE:  Xo  evaluate  the  subtle  influence  of  mood,  altitude,  dietary 
habits  and  other  stresses  on  performance  and  to  relate  these  decrements  to 
Hnance"gT'  mntary  "personnel': - - — - 


mm 


(over) 


Progress  During  FY-82: 


(over) 


Kik'ScR  of  Subjects  Studies: 

FY-82:  9 _  Total  (to  date):  14 


Before  Completion  of  Study:  6 


Serious/Unexpected  Si-re  Effects  in  Subjects  Participatihg  in  Pn cject(if  rose  so  state): 
None 


CONCLUSIONS: 

None 


Publications  or  Abstracts.  FY-82: 
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technical  APPROACH:  By  means  of  a  choice-reaction  time  task, 
efficiency  (.number  correct  divideo  by  average  reaction  time) 
will  be  useo  as  the  parameter  to  measure  performance. 

Efficiency  will  then  be  related  to  the  physiological  parameters 
of  oxygen  saturation,  respiration  ana  heart  rates  at  various 
altitudes.  The  test  is  undergoing  refinement  to  incluae  PAB 
tests  as  oesignea  by  the  Department  of  Military  Medical 
Psychophysiology,  ViRAlR.  This  will  include  the  more  sensitive 
tests  of  logical  reasoning  ana  aigit  recall  in  which  accuracy 
and  reaction  time  are  specifically  ascertained.  The  mooa  scale 
is  mare  extensively  stuaieo  in  this  series. 


PROGRESS:  Due  to  learning  effects,  results  in  six  subjects 
were  rejecteo.  The  composite  CRT  performance  of  seven  other 
subjects  is  not  a  sufficient  data  base  from  which  to  draw  final 
conclusions.  Further  experimentation  is  neeoeo,  specifically 
to  refine  out  the  required  2-3  months  of  training  neeoeo  to 
perform  the  tasK.  Incluaing  the  PAb  tests  from  WRAIR  will 
provide  a  computer  test  that  is  repeatable  ana  requires 
possibly  a  week  of  training.  Specifically,  the  logical 
reasoning  test  and  the  digit  recall  test  will  add  2-3  minutes 
of  psychomotor  testing  each,  and  result  in  an  efficiency  graoe 
that  will  reflect  the  subtle  differences  in  performance  at  low 
altitude  without  extensive  training. 
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Date:  28  Jan  8)  toy  fait  to.:  9036 


SrAarjrJJ  Datf>  June  28,  1977 


Status:  Interim  y  Fkul 


P/.TF  CP  rnspLETlON: 


:  lactate/ammonia  exercise  ratio 


TITLE  Cf  Project:  Urease  and  Deaminases  in  Chemistry  and  Medicine 


PRINCIPAL  hiVEST(GATCa(s>: 


Associate  Investigators) 


Facility:  WRA NC 


Accumulative  rEDCASE  Cost:  Accumulative  Co::tract  Cost:  Accumulative  Supply  Cost: 


M 


FY-83  rICCASt:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Op 

Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  Development  of  a  diagnostic  clinical  blood  test  for  mADD 


TECHNICAL  Approach:  iieasureraent  of  lactate  and  ammonia  in  antecubital  vein 
blood  drawn  and  after  sponge-squeezing  with  partial  venous  obstruction. 


PROGRESS  Puri  no  FY-S2:  Nine  patients  and  15  controls  have  now  been  tested 
without  side-effects.  No  drugs  or  WKAIiC  funds  have  been  used.  The 

how  no  increase  in  I.TIa  despite  normal  increase  in  lactate  as  reported 


fl<Ji'13ER  OP  S(i3JECTS  STUDIED: 


FY-82: 


Total  (to  date): 


Before  Completion  op  Stuc 


ScRlOUS/UflSXPSCTED  SlDc  EFFECTS  IN  SUBJECTS  PARTICIPATING  Itl  P,?0JECr(lr  NONE  SO  STATE):  Nc 
CoNCLlj.3IOf.i3:  xest  continues  to  look  promising 


Publications  or  Abstracts.  FY-82: 
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Date: 4  Oct  82  VioRK  Unit  Ko.:  9038 


Starting  Oate:  Aug  8 


Date  of  Cqmpi  etich: 


La«i£2EB®.*r 


erformance  _ _ 


Title  Cf  Project: Effects  of  low  dose  quinine  on  human  performance  of  a  choice 
reaction  time  task  at  ground  level  and  at  altitude 


Principal  Investigatcr(s): Dixon,  J . P • ,  CAPT , USAF , BSC 


.  *  Wagner, G.N.,  CDR.MC.USN  Zaitchuk,  J.T. ,C0L,MC,USA 

Associate  Investigators):  8  *  _ ’  Chadwick.  s.g..  m.a. 


Facility:  AFIP  Dept/Svc:  Aerosnace  Patholo 


Accumulative  rEDCASS  Cost 


I! 


Accumulative  Contract  Cost 


■ 


Accumulative  Supply  Cost 


FY-83  i-EDCASt:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  approval  0 
Annual  Progress  Report 


o  . Tb~~det~ermne~"tKe  "singUT ar"eiTect s  *oF Tow" 'do s eT "qaiTiTne* 7371  ~reuc t io n 

— VJ°r  -  —  — ■  -'time,  and  the  degree  of  synergism  which  may  exist  due  to  decreased 
oxygen  saturation  at  altitude;  to  ascertain  the  ototoxic  effects  of  quinine. 


TECHNICAL  Approach  To  evaluate  quinine's  effect  on  a  choice-reaction  time  task  under 
normebanc  and  hypobaric  conditions.  To  measure  abnormalities  in  the  electro- 

nystagmogram  test  series  and  audiogram  due  to  repeated  doses  of  quinine. 


3$  During  FY-82: 


No  progress  was  made  during  this  fiscal  year. 


f'U'3ER  Or  SU3JECTS  STUDIED; 

FY-82:  Q  Total  (to  oats):  13  Before  Completion  of  Study:  30 


ScR lOUS/UflSXPECTEO  SlOE  EFFECTS  IN  S'J3JECTS  PARTICIPATING  IN  PR0JEC7(lF  NOME  SO  STATS): 
none 


Conclusions: 


Publications  at  Abstracts.  FY-82: 
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Path:  2/22/83 
Starti r.s  Date  : 


I  Work  C'nit  No.-. 
March  1981 


9042 


_ I  Status:  Interim _ Firm,  XX 

Date  of  Completion:  Te rminatio n  19  8  2 


Key  tiQPJS:  Vitamins _ Cancer _ ’ _ _ 

Title  cf  Project:  an  assessment  of  vitamin  a,  riboflavin,  vitamin  g  , 

AND  VITAMIN  E  STATUS  IN  INDIVIDUALS  WITH  CANCERS  OF  EPITHELIAL 
TISSUE. _  ' _ 


pRlf:C!?AL.I?f.'£STIGATOR(s?:  Thelma  S.  f Arnold)  Hendricks.  LTC  ANC 


Associate  Investigator^)  :  Judy  Driskeii,  PhD 


Facility:  WRANC 

Dept/Svc:  Food  Service  Directorate 

Accumulative  fiEDCASE  Cost: 
NONE 

Accumulative  Comtract  Cost: 

Accumulative  Supply  Cost: 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

N"  vpAMr  f.,nd8  u88d, 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  2  5  iQfi? 

1 _ 

Study  G3J=CTIVE:  To  evaluate  the  status  of  ^Titamin  A,  rTboTlavTn , 


vitamin  BjT  and  Vitamin  E  status  in  individuals  with  a  recent 

diagnosis  of  cancer  involving  epithelial  tissues. _ 

TECHNICAL  Approach:  Evaluation  of:  1)  Plasma  retinal  and  alpha  toco- 
pheral  -  high  pressure  liquid  chromatography;  2)  Vitamin  B6  - 
plasma  PO^  and  CO  enzyme  stimulation;  3)  Riboflavin  -erythro c y t e 
Progress  During  FY-82:  Vitamin  B  was  evaluated  on  (continued  below) 
15  patients  at  WRAMC  using  plasma  PO^  and  co  enzyme  stimulation 

techniques  - - - - - 

fiU'SER  OF  &J3JECTS  STUDIED: 

FY-82:  15  Total  (to  date)j _ _  Before  Completion  of  Studyj _ 

Serious/Uhsxpecteo  Side  Effects  in  Subjects  Participating  in  Projector  moms  so  state): 

_ NONE _ ; _ ; _ _ 

Concl'Jj ions :  When  compared  with  age  matched  controls,  patients 
with  cancer  of  epithelial  tissues  were  found  to  have  signifi¬ 
cantly  lower  pyridoxal  P0,  levels  and  higher  co  enzyme  stimula¬ 
tion  values  indicative  of  vitamin  15^  de f  ic iency . 

The  study  is  terminated  due  to  retirement  of  senior  investigator. 
Publications  oa  Abstracts.  FY-82:  — — 

NONE 

Technical  Approach  (continued):  glutathione  reductase  assay. 
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Date:  i  Sent  83  toy  Chit  fio.:  90U- 
StarTK.3  Date:  August  1  QflO _ 


_ 1  Status: _ Inteiiih _ Final  XX 

Date  cf  Collet  ion:  September  1982 


Title  Cr  Project:  Development  of  a  Methodology  to  Monitor  Operating  Room  and 
Anesthesia  Nursing  Care. 


Principal  1mvest[catsr(s>:  maj  Donne 


Associate  IwestigatorCs): 
Facility:  t-fiffiC 


Depr/S'/c: 


rC  Susan  Shinle-y 


Research  Service 


ACCUHULAT I V£  CONTRACT  COST: 


Accumulative  FcDCASE  Cost:  Accumulative  Cc 

$5890.00 _ 

FY-8  2  fECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 
$1776  .-01 


Date  0.-  Cgm'iittee  Approval  Of 
Annual  Progress  Report  Pfo  2 


Study  Objective:  to  establish  the  statistical  validity  and  reliability  of  a  set 
of  process  criteria  to  monitor  perioperative  nursing  practice. 

technical  Approach :  a  set  of  process  criteria  were  identified  by  a  working  committee 
and  then  ratified  by  a  expert  review  panel.  Each  of  six  clinical  facilities 
supplied  anursing-nhservation  team  which  was  trained  to  monitor  operating  room  (Cont 
Progress  During  FY-82:  Criteria  field  testing  which  began  in  August  1981  was  concluded 
in  January  1982  with  a  total  of  79*+  worksheets  completed  by  observers.  Data  has 
been  analyzed  using  frequency  distributions  of  criteria  responses,  item-total  ( Cont .  ) 
flu-'SeS  OF  S J3JECT5  Studied:  Data  collection  is  complete. 


FY-82: 


Total  (to  date) : 


Before  Completion  0.-  Study: 


&^Kiireonns,2SSTliS'  cnniunt: 

withdraw 1  of  sunnort  for  any  further  development  or  use  of  the  tool  in  Army  sites.  , 

"  .  '  ~  —  -  v  vOn  u  •  » 

C0NCLU3IWS:  Sixty-four  criteria  were  organized  into  a  modified  objective/subobjective 
structure.  The  Rush-Medicus  scoring  program  was  updated  to  generate  quality  indices 
for  six  objectives  and  15  subobjectives.  See  attached  summary  for  further  details. 


Publications  or  Abstracts.  FY-82: 
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Continuation  of  Final  Report  for  Work  Unit  9043 


Technical  Approach:  nursing  practice,  using  the  proposed  criteria  to  review 
records,  observe  ongoing  care,  and  interview  staff  and  patients. 


Progress  During  FY82:  correlations,  and  coefficient  alpha.  Participating 
facilities  received  feedback  on  project  results.  Dissemination  of  project 
results  included  three  presentations  and  four  articles. 


Serious/Unexpected  Side  Effects:  See  Interm  Report  for  FY6l. 
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Date :  i_  1932  I  Pork  Lj! r  h.i.:  904,5  Status:  Interim _  Final  v 


Start:;;; 


1  i;9i 


Date 


v-o.‘.Et_cTT-  ■  !  1 


jjas 


Key 


dole  of  ,-NC  Clinical  1-? 


Title  c;~  '  .  ./Ec»: 


A  descriptive  i'udv  of  the  'c _s  o: 
Curse  in  93  Amy  nes_  n  -—nics  :or  .-_iC 


.inca_  near  Curse/1 


PRINCIPAL  • 

:STiGA'i 

.  \ 

• ;  Mar- 

ASSOCIAi  7 

.  ;.3TIGA . 

c ; : 

Fact  lit;; 

: » Avr 

.•  •  f  i  iU 

r. 

1 

ACCUMUL-'  . 

'  lILA-ty-a . 

1  k 

r  .  4  ‘ 

ry-  • 

Cost:  0 

• 

i  Ccsv 

l 

FY-S1:  M  T 

A.$£:  C 

•  tact  Co: 

5; 

o 


Study  G-.la. 

the  du-.ies 
porjuu...-  ‘.ion 


To  describe  the 
curr  -•  .  :y  per  for 
thin.:  :■  .he  duties 


TECHNICAL  .  -  ‘BROACH :  A  :»orl d-wide  - 
with  A 'if;  clinical  dead  Nursc- 
Kurs'  a>  Service  .  rlj  MED-' 
aonth  '..-.ter  to  :  •  responds-: 


PROGRESS  r.;!.'R  i:\!G  FY-T*:  See  Comp' 


I-uchanar 


ACC 


■.VC:  Nu_- 

;>  Research  . 

■in  i  vice/Depa 

rtuenc  of  Nursir 

TIVE  0  . 

r 

Accim  A 

i  iv:*  SUPPLY 

0 

Cost: _ 

3190.93 

— 

Supply  r 

Da 

Or  COMMITFE; 

e  Approval  cp 

$19C .  : 

h\"  •  \ 

; .  Progress  ! 

PuFORFFB  2  5  10Q' 

graphics  L 

Lbe  stud. 

•opulation. 

'0;  doscriba 

n  the  IJ;.  '•;> ' 

■;  To 

di-c  •• 

.•  •)  vhat  tha 

study 

.Ad  be  i.-.  '  :  *  USAHC. 

out  qv“..  -••:haire  t*  do  identified  f.'CAHC's 

;--f  Nurse/  L;o)  and  '.-/..u's,  AmtoulaCory  Cara 
.  2DCENA:  with  o '.low-up  Bailing  one 


report  -  vtched. 


Hl!t'3£R  Or  .'EJECTS  Tr-  Ti  STUDIED  TATARS  Cbf-iPi  ■  Of!  Or  Si 


7^ 


SERIOUSAt!r>T'ECTED  Sr  -7.  AFFECTS  •  \  SUBJECTS  !  /CIPATIf:  il  PROJECT: 


None 


(!-■  *  3ee  coapls'.ad  repor*-  cached. 


Publications  or  Abstracts,  Pi-21. 

Rese-i  Course,  7  JAne  19::. 


.-er  to  V. 
.  : .  Cara  H- 


••rsented  s 
n>  Texar 


■  ".wlis  J.  Verhonlck 
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Date Z 0  Sep  8 4  Kay  r  fa. :  9048 


Status:  [itT£RiH  F i : r JH_  x 


Stastj:.s  Dire:  1  3ul  81 


Date  c.-  Cc^.cTiom:  ^0  Sep  82 


Key  >te?JS:Patient  falls 


Title  c?  Project: 


Positive  Use  of  Patient  Fall  Reports 


pR  I  ^'?iiTlGATC(i(s) :  LTC  3  a  net  R .  Southby,  A  N  C ,  D  ■  N • Sc • 

,  x  LtC  ft.  Guida,  MA3  fl.  Conrad,  MAJ  V .  Jonn^ 
ASSCCMTS  ?WcSTtCAT03(s)_^nd.  MA3  3.  Jollvet _ 

[TY:  KRffiCunlt  52 . 58 .  71  D;pt/Svc: 


Facility: 


Nursing  Research 


AcarsjLATiVs  ixDCASS  Cost: 
_ 0 _ 


Accumulative  CcrraAcr  Cost: 
_ _  Q . - 


Accumulative  Supply  Cost: 
0 


FY-83  FECCASS:  Contract  Cost:  Supply  Cost: 
_ CL _  _ 0 _  0 


Date  c.-  Ccivuttee  Approval  0- 
km^  Pro-ess  Report 


Study  03JECT  :»■•=: 

To  decrease  the  number  of  patient  falls  which  occur  at  WRAMC 
technical  Approach: 

Same  as  stated  in  protocol 


Progress  Cup.k.g  FY-82: 

Data  were  analyzed  and  final  report  was  prepared. 


Hur-Sea  a-  $u3jects  Studied: 

FY-82:  0  Total  (to  date):  ^ 08 


Before  Completion  of  Study:  0 


ScR 1 OUS/UnSXP 5CTE0  SlDS  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PiTCJECtClr  NONE  SO  STATE): 

Record  review  only _ ■ 

Co.'ICL'JS  IONS : 

See  attached  abstract 


PUBLICATIONS  o?.  Abstracts.  FY-82: 

Two  htH-sing  inservice  programs  were  conducted  and  a  paper  was 
presented  at  the  Phyllis  3.  Verhonick  Nursing  Research  Course, 
FSH,  SAT,  7-11  3une  1982.  The  asbstract  will  be  published  in 
the  proceedings  of  this  course. 

Copy  of  final  report  is  attached. 
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ABSTRACT 


TITLE:  Prevention  of  Patient  Falls  Through  Use  of  an  Assessment  Tool 

PURPOSE :  To  decrease  the  number  of  patient  falls  on  three  nursing  units 
at  Walter  Reed  Army  Medical  Center  through  use  of  an  assessment  tool. 

The  objectives  were: 

1.  To  compare  the  number  of  patient  falls  that  occurred  during 
the  study  with  the  number  of  falls  that  occurred  during  the  same  period 
last  year.  The  patient  census  and  staffing  levels  for  both  periods  will 
also  be  compared. 

2.  To  compare  the  patients  who  fell  with  the  patients  who  did  not 
fall  during  the  study  with  regard  to  age;  activity,  mental,  and  medication 
status;  diagnosis;  and  length  of  hospital  stay. 

3.  To  describe  specific  characteristics  held,  by  the  patient's  who 
fell  during  the  study  as  identified  on  the  Analysis  of  Unusual  Occurrence 
(WRAMC  Form  322 ) . 

4.  To  revise  the  "Assessment  Sheet  —  Itynam-tcs  of  Fall  Accidents" 
to  reflect  more  accurately  the  profile  of  the  patient  likely  to  fall 
during  hospitalization  so  that  intervention  may  be  taken. 

POPULATION  DESCRIPTION:  During  the  study  period,  July  through  September 
1981,  701  patients  were  admitted  to  three  nursing  units  and  4o8  were 
assessed  in  relation  to  the  dynamics  of  fall  incidents.  Seventeen 
patients  fell  and  were  included  in  this  sample.  The  medical  records 
of  225  patients  were  reviewed  to  identify  the  study  variables. 

METHOD  OF  DATA  COLLECTION:  Nursing  personnel  used  the  "Assessment  Sheet  — 
Dynamics  of  Fall  Accidents"  to  compare  how  a  specific  patient  at  admission 
was  similar  to  or  different  from  the  profile  of  patients  prone  to  falls 
at  Walter  Reed.  The  nurse  used  this  information,  and  additional  factors 
identified  in  relation  to  patient  falls ,  to  evaluate  the  need  for  patient 
teaching  regarding  prevention  of  falls.  The  patient's  orientation  to 
the  clinical  unit  included  discussion  of  "Safety  Tips  to  Prevent  Patient 
Falls,"  familiarization  with  the  hospital  environment,  and  clarification 
of  th  patient's  activity  status. 

Patients  who  fell  during  the  study  period  were  interviewed;  a 
Report  of  Unusual  Occurrence  and  an  Analysis  of  Unusual  Occurrance 
were  initiated.  In  addition  to  these  reports,  Nursing  Personnel  Time 
Schedule  and  medical  records  of  patients  admitted  to  the  nursing  units 
were  reviewed  to  obtain  comparative  data. 
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METHOD  OF  DATA  ANALYSIS:  Descriptive  statistics  and  Chi  Square  test. 
DISCUSSION  OF  FINDINGS  MD  CONCLUSIONS: 

1.  There  was  a  slight  decrease  in  both  the  number  of  patient  falls 
and  ^he  average  patient  census  during  the  study  period.  Also  the  ratio 
of  patients  to  total  staff  improved  slightly.  It  was  noted  that  falls 
were  more  likely  to  occur  when  the  patient  to  professional  nurse  ratio 
increased  above  the  average. 

2.  The  fall  and  no- fall  groups  were  similar  in  composition  with 
regard  to  age,  sex,  and  diagnosis.  The  activity  and  mental  status  of 
the  groups  differed  at  admission.  Almost  80%  of  the  no- fall  group  was 
up  ad  lib  whereas  only  slightly  over  half  of  the  fall  group  was  up  ad 
lib  on  admission.  A  significantly  greater  proportion  of  the  fall  group 
was  in  the  "up  with  assistance"  or  "bedrest"  status  and  their  mental 
status  was  confused,  disoriented,  or  post  ictal.  Patients  in  the  fall 
group  recleved  a  greater  number  of  medications  than  those  in  the  no-fall 
group  (an  average  of  5-3  versus  3.1).  Patients  in  the  fall  group  also 
experienced  a  significantly  longer  hospitalization  than  those  in  the 
no-fall  group . 

3.  The  day  of  hospitalization,  time  of  day  and  day  of  week  the 
fall  occurred  were  not  significant.  There  was  a  tendency  for  the  mental, 
and  activity  status  to  deteriorate  from  the  time  of  admission  to  the 
time  the  fall  occurred.  Most  falls  occurred  in  the  patient's  room,  at 
the  bedside,  while  the  patient  was  alone. 

4.  Five  major  characteristics  were  identified  to  indicate  that 
a  patient  is  prone  to  falling  while  hospitalized.  These  are:  Sex  - 
Male;  Mental  status  -  confused/ disoriented/post  ictal;  Activity  status- 
"up  with  assistance"  or  "bedrest";  Medication  status;  and  Length  of 
hospital  stay  -  greater  than  two  weeks. 

RECOMMENDATIONS : 

1.  The  authors  believe  that  use  of  the  Assessment  Sheet  as  a 
separate  component  of  the  nursing  assessment  is  unnecessary.  However, 
the  characteristics  identified  in  the  conclusion,  to  identify  patients 
prone  to  falling  needs  to  be  incorporated  as  part  of  the  continuing 
patient  assessment. 

2.  The  "Safety  Tips  to  Prevent  Patient  Falls"  should  be  incorporated 
as  part  of  the  Patient  Safety  Message  given  to  each  patient  during 
orientation  to  the  nursing  unit. 

3-  When  there  is  a  decrease  in  the  patient's  mental  status  and/or 
a  shift  in  activity  status,  consideration  should  be  given  to  the  use  of 
siderails  or  restraints  for  the  protection  of  the  patient.  While  in  a 
wheelchair,  the  patient  should  be  under  the  direct  observation  of  a  health 
care  provider. 

4.  Further  study  to  compare  and  contrast  the  characteristics  of 
the  patients  who  fell  in  this  study  with  the  fall  population  of  specific 
nursing  units  and  of  the  hospital  population  during  an  extended  period 
of  time  is  recommended.  In  this  way,  verification  of  characteristics 
indicating  a  patient  is  prone  to  falling  could  be  accomplished. 
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MAJ  Valerie  Johnson,  Clinical  Coordinator,  Ward  52 

MAJ  Joann  Jolivet,  Assistant  Area  Coordinator,  4th  Floor 
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Date:  8  October  19821  Work  Unit  No:  90^9  I  Status;  Interim  X  Final 
Starting  Date:  1  August  1982 _ Date  of  Completion:  31  December  1983 


Key  Words:  Patient  Education.  Coronary  Artery  Bypass  Surgery _ 

Title  of  Project: 

Evaluation  of  a  Preoperative  and  Postoperative  Education  Program  for  Coronary  Artery 
Bypaaa  Patient  a, - — - 

Principal  Investigator( s ) :  Elizabeth  A.  Rimm.  MAJ,  ANC 

Associate  Investigator( 3 ) :  LTC  J.R.  Southby,  MAJ  R.  DeAngelis,  CPT  M.  Rose _ 


Facilitv:  WRAMC 


Dept/Svc:  Nursing  Research  Service 


Accumulative  MEDCASE  Cost: 

_ _ _ 2 _ . - 

Ff-83  MEDCASE:  Contract  Cost:  Supply  Cost: 
0  0  $900.00 


Accumulative  Contract  cost: 
$150-0  0 


Accumulative  Supply  Cost: 
0 


Date  of  Committee  Approval  Of 
Annual  Progress  Report:  £5 


Study  Objective:  To  evaluate  an  on-going  teaching  program  for  coronary  artery  bypass 
patients  to  determine  whether  it  is  providing  the  patient  with  the  information  he 
needs  and  wants  to  know,  and  if  the  use  of  a  combination  of  patient  education  techniques 

and  teaching  tools  has  an  effect  on  learning  outcomes. _ _ _ 

Technical  Approach:  As  per  protocol 

■  ;  '  *  ...  f 


Progress  During  FI-82:  Knowledge  questionnaires  for  phase  I  were  pilot  tested  for 
reliability,  revised  and  retested.  Item  analysis  done  on  the  final  version  of  the 
questionnaire  showed  the  mean  index  of  difficulty  to  be  43?  and  the  mean  in -lex  of 
discrimination  to  be  .Uo.  Data  collection  began  on  phase  I  of  the  study  in  January 
1982.  Approximately  half  of  the  phase  I  sample  group  has  been  accumulated.  See 

Attachment  for  details.  _  _ 

Number  of  Subjects  Studied; 

FI-82  U7  Total  ijf  To  .Date ) :  U7 


Before  Completion  of  Study:  120 


Serious/Unexpected  Side  Effects  IN  Subjects  Participating  in  Project  (If  None  So  Stale): 

NONE _ 

Conclusions:  See  Attachment  for  data  trends  to  date. 


Publications  or  Abstracts,  FY-82: 
NONE 


5  B& 


,  17  September  1981 


•  December  1981 


Stress  of  hospitalization;  middle-aged  &  elderly  patients 


Title  OF  PROJECT!  The  Stress  of  Hospitalization  in  Middle-Aged  and  Elderly  Patients 


PRINCIPAL  INVESTIGATOR(s):  Lona  K.  Ambrose,  MAJ,AMSC,  University  of  MD,  College  Park,  MD 


Associate  Investigator(s):  Dana  P.  Schodt,  MAJ,  ANC 


Facility:  WRAMC 


DEpt/Svc:  Department  of  Nursing 


Accumulative  PEDCASE 
Cost;  _  n/a _ 


Accumulative  Contract 
Costs  ,  n/a _ 


Accumulate  Supply 
Cost: _ n/a _ 


FY-83:  feCASE: 

N/A 


Contract  Cost: 

N/A 


Supply  Cost: 

N/A 


Date  of  Cowiittee  Approval 
of  Awlwl  Progress  Rpt  n/a 
FEB  2  5  1983 


jTLDY  LBJECTIVE:  The  purpose  of  the  study  is  to  determine  the  relationship  between 
chronological  age  and  self-perceived  stress  of  hospitalization  as  measured  by  the 
Hospital  Stress  Rating  Scale  and  the  Profile  of  Mood  State  questionnaire. 


TECHUCAL.AEPBOACH:  60  Medical  patients  over  the  age  of  ^5  given  HSRS  and  POMS  to 
determine  events  that  have  happened  to  them  since  being  hospitalized  and  to  determine 
general  mood  states  for  the  week  preceding  the  interview. 


Progress  During  FY-85;  To  this  date  the  data  collection  is  finished  and  is  being 

analyzed.  Expected  date  of  completion  is  April  1983. 


NuFBER  OF  SUBJECTS  TO  BE  STUDIES  BEFORE  amETICN  OF  study:  6o 


Serious/1><expected  Sibe  Effects  in  Subjects  Participating  in  Project: 


GONCLUSICNS:  Pending  (april  1983) 
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Date:4  0ct  82  fay  LVht  fio.:  9051 _ 1  Status: _ Interim _ x _ hu*. _ 

Start  k.g  Date:  See  below  Date  of  Completion:  -- 


Key  Wop.ds:  chloroquine,  primaquine,  performance 


Title  c?  Project:  Chloroquine-primaquine  effects  on  human  performance  of  a 
choice- react ion  time  tisk  at  ground  level  and  at  altitude 


PlUflCIPAL  IwSSTIGATOaCs):  Dixon»  JlPl » CAPT , USAF , BSC 


Associate  Investigators):  Wagner,  G.N.  ,CDR,MC,USN 


Facility:  KXfltiCx  AFIP  DEPr/Svc:Aerosnace  Patholo 


Acosxi!_ativ£  fEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


FY-83  i'SCC/vSt:  Contract  Cost:  Supply  Cost: 


Date  op  Cckmittee  Approval  Op 
Annual  Progress  Report  FEB  2 


Study  Objective:  To  evaluate  the  effects  of  therapeutic  levels  of  chloroquine 
primaquine  on  performance  of  a  choice- reaction  time  task  and  compare  their 


Technical  approach :  To  evaluate  the  singular  effects  of  chloroquine-primaquine  on 
reaction  time,  and  the  degree  of  synergism  which  may  exist  due  to  decreased 
oxygen  saturation  by  testing  subjects  who  are  on  this  drug  regimen  at  altitudes 


Research  has  yet  to  be  initiated. 


Dumber  op  Subjects  Studied: 

FY-82:  0 _  Total  (to  date) :  0 


Before  Completion  op  Study: 


ScRIOUS/UflEXPECTEO  SlOS  EFFECTS  IN  S-JBJECTS  PARTICIPATING  IN  PROJECT(lF  NONE  SO  STATE): 


Publications  or  Abstracts.  FY-82: 
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Date :2 0  Sep  82  I'osk  U»it r  ‘*'o..905lB-82 


Sr/uus:  IhtcBih 


Fi;-i*u  X 


Starti-LS  Date:  September  1981 


Date  of  Ccph  etio.m:  September  1982 


Key  words:  Thumbsucking,  security  obj e ct 


Title  cf  Project: 

The  Current  Status  of  Thumbsucking  and  Related  Behaviors 


Principal  IiivestigatcrCs)  :C  T  C  K  •  3  •  Ammon  (Ret*  ) ,  Asst*  Professor) 


CUA 


Facility:  ViRAYC  Pediatrics  Ds?T/Svc:Nursin9  Research 

Accumulative  rECCASE  Cost: 

0 

Accumulative  Contract  Cost:  j 

'  0  j 

Accumulative  Supply  Cost: 

.  0 

FY-33  r£CCAS£:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of 
Annual 

Cci'VHTTEE  Approval  Of 

Process  Report  FEB  2  5  ion 

  '  . .  t-tt-V  . 

sucking,  security  seeking  and  feeding  behaviors  of  children 
t-fri* — yytri  <*  be  ■  <«<■■»>►>  In  ,i  ai-ng-  An-d-.cnun.se  1  1  i  no.  Barents. 
technical  Approach  : 

Same  as  stated  in  protocol 


Pfiosa— »  FY  82.  guest iormaires  were  distributed  and  returned; 

data  were  coded  and  analyzed;  and  final  report  was  prepared. 

flitfSER  Or  Su3JcCTS  STUDIED: 

FY-82:  797  Total  (to  pats):  797 _  Before  Cc-stETia'.*  o.-  Study:  0 

ScRious/UnexPcCTED  Sips  Effects  in  Susjects  Participating  in  ProjectCif  none  so  state): 

None  _ _ • _  • _ 

Conclusions: 

See  attached  page* 


Publications  or  Abstracts.  FY-82: 

Copy  of  final  report  is  attached.  Professional  publication 
is  planned. 


Conclusion 3 

1.  Children  who  used  the  pacifier  tended  not  to  suck  their  thumb. 
Pacifier  users  who  did  thumbsuck  stopped  using  the  pacifier  at  a  younger 
ege  then  the  nonthumbsuckers  and  more  frequently  discontinued  pacifier 
use  of  their  own  accord.  Perhaps  the  thumb  was  preferred  in .lieu  of  the 


pacifier. 


••• 

•  t  ;  -  ^  v., 

7"  *r  "rS.Vr.'rv&s 


2.  Children  who  were  thumb  suckers  were  more  likely  to  have  a  security 
object;  it-  seems  that  the  thumb  and  blanket  go  together-.  Favored  security 
objects:  were  a  blanket  or  doth  often  having  a  smooth  satin  edge,  stuffed'  _ 
toy,  both  blanket  and  toy,  and  a  pillow.  Children  frequently  selected 
security  objects  prior  to  age  1  year  and  let  go  after  3H/2  years  of  age""  T 

3.  Children  who  were  not  thumbsuckers  were,  at  present,  more 


4.  Children  who  were  thumbsuckers  began  attending  day  care  centers  \  V.,; 

•  •  ■' 

earlier  than  children  who  did  not  thumbsuck.  Since  children  tend  to  •  «>.•:£. -’s'-- 

suck  their  thumb  when  tired,  sleepy,  insecure,  stressed- or  bored?  a  change 

’v~- 

from  the  familiar  environment  may  produce  any  of  these  conditions.'  Also 
:  peers  and  school  were  cited  as  being  associated  with  increased  thumbsucking, — 
so  this  occurrence  could  be  expected.  - 


Cat 


StartkJS  Date: 


Key  Words: 


Title  c?  Project: 


CELLULAR  DYNAMICS  OF  UTERINE  EPITHELIUM. 


Principal  Investigator's 


As  SCC I  Alt  If-VcSTrGATOa(s) 


Facility* 


.  Marcella  and  M.  Thiel 


Dept/Svc 

f  Cellular  Patholo 

m 

Accumulative  Contract  Cost 

■ 

Accumulative  Sjpply  Cost 

FY-85  MECCASE:  Contract  Cost:  Supply  Cost:  Date  o?  Committee  Approval  Of 

I  Annual  Progress  Report 


Study  Objective 


technical  Approach: 


Progress  Curing  FY-82: 


flunssa  of  Subjects  Studied: 

FY-82: _  Total  (to  date).: _  Before  Completion  of  Study.: _ 


Serious/Umexpected  Side  Effects  in  Subjects  Participating  in  Ppoject( if  rone  so  state) 


Conclusions: 

Study  has  been  terminated  because  of  unavailability 
of  normal  cervices  for  it. 


Publications  or  Abstracts.  FY-82: 


59! 


Status:  IitTs:»iiJ-i  x  Fi.-yi 


toy  Mi  fto.:  9052B _ _ _ 


Start  i:.U  Date:  1  October,  81 _ Date  Or  Co^L£Tic:i:  30  September,  84 


fey  IJyas:  Nasopharyngeal  Carcinoma,  Epstein-Barr  Virus _ 

Title  Cf  Project:  Application  of  Epstein-Barr  Virus  Markers  to  Diagnosis  and  Prognosis 
of  Nasopharyngeal  Carcinoma  in  Occult  Tumors. of  the  Nasopharyngeal  Area  in  the 
U.S.A. _ 


Principal  InvestigatorCs):  Dennis  k.  Heff 


Associate  IiwcSTigatorCs) 


Facility:  KtfK C  /afip 


Accumulative  fEGCASE  Cost:  Accumulative  Contract  Cost:  I  Accumulative  Sjpply  Cost 

0  0  1 


FY-85  iv£CCAS£:  Contract  Cost:  Supply  Cost: 


Date  of  CommittcE  Apwqyji  Of 
Annual  Progress  Report  FEB  2  5 


Study  Objective  :  To  cooperate  with  a  group  study  of  the  usefulness  of  serum 


Ail**  ■  SSBf  tirMJ 


,  virus  antigens  in  confirming  a  suspected  diagnosis  of  nasopharyngea 

carcinoma (NPC)  and  in  the  follow-up  of  such  patients . 


TCCHiiiCAL  Approach:  Identification  of  patients  with  NPC  is  made  through  the  pathology 


consultation  requests  received  by  the  Registry  of 
initial. request  for  serum. is  made.  Further  data  , 


are  obtained  in  cooperation  with 


Progress  Cur i no  FY-S2:  Twenty  patients  with  NPC  identified;  13  patients  with  neck  metas- 
“Jases^aHariuspected  or  possible  NPC  identified.  Initial  serum  samples  submitted 
to  AFIP  in  nine  instances  (other  initial  and  follow-up  samples  submitted  through  NCI 

KUM3£3  0?  SU3JECTS  STUDIED: 


FY-S2:  33 


Total  (to  date):  33 


Before  Completion  a-  Study:  total  identifi 


ScRIOUS/U, EXPECTED  SlDe  EFFECTS  III  SU3JECTS  PARTI C (PAT IMG  Ifl  PiRCJECT(if  f!0.'i£  SO  STATE): 
None 


Conclusions:  pending 


Publications  or  Abstracts.  FY-82: 

Levine,  P.H.,  Pearson,  G.R.  et  al.  (incl.  D.  Heffner), 

The  reliability  of  IgA  antibody  to  Epstein-Barr  virus  (EBV)  capsid  antigen 
as  a  test  for  the  diagnosis  of  nasopharyngeal  carcinoma  (NPC) . 

Cancer  Detect.  Prev..  4:307-312,  1981. 
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Project  Number:  U909 


PROGRESS  REPORT 

1  October  1980  -  30  September  1981 

Armed  Forces  Institute  of  Pathology 
Washington,  D.C.  20306 


Title:  Foveomacular  Aging  in  the  Rhesus  Monkey 

Investigator (s) :  Fine,  B.S.,  M.D. 

Broughton,  W. ,  M.D.;  Eagle,  R. ,  M.D.; 

Hidayat,  A.,  M.D.;  Perry,  H.D.,  M.D. ; 

Zimmerman,  L.E. ,  M.D. 

Supported  by  a  grant  from  National  Institutes  of  Health 
year  of  support. 

Our  second  paper  on  lipoidal  degeneration  of  the  retinal  pigment  epithelium 
involving  the  foveomacular  region  of  aging  rhesus  monkeys  was  published.4  This 
work  indicated  that  the  degenerative  vacuoles  did  indeed  contain  a  lipoidal 
material  in  at  least  two  morphologic  forms  both  of  which  are  easily  extracted 
when  using  conventional  fixation  methods. 

An  additional  20  pairs  of  our  series  of  aging  rhesus  monkey  eyes  were 
prepared  for  study. 

Ancillary  work  was  carried  out  on  cases  of  iris  nevus  syndrome,1  kerato- 
conus,^  and  on  cases  of  glaucoma:  a)  unilateral  glaucoma  produced  by  an  iris 
nevus,3  b)  chronic  open  angle  glaucoma,4  and  c)  congenital  glaucoma. 5 

A  manuscript  is  in  preparation  for  work  on  the  monkey  foveomacula  exposed 
to  intense  incoherent  white  light  from  a  clinical  instrument  (i.e.,  indirect 
ophthalmoscope)  in  collaboration  with  Dr.,  L.  Parver.  Additional  work  in  this 
area  has  also  begun. 

To  date  we  have  been  unable  to  obtain  material  from  very  aged  monkey 
eyes  in  our  collaboration  with  Dr.  T.  Stafford  in  Chicago.  However,  we  have 
been  able  to  examine  3  eyes  from  humans  who  had  documented  (i.e.,  fluorescein 
angiography)  evidence  of  pre-enucleation  cystoid  macular  edema.  A  manuscript 
on  this  has  been  submitted  for  publication. 

Additional  studies  on  the  vascular  changes  in  the  foveomacular  region  of 
an  eye  from  a  diabetic  have  been  started  and  are  being  extended  to  an  exam¬ 
ination  of  changes  that  may  occur  in  the  nearby  retina  and  optic  nerve  head. 

Additional  work  was  completed  on  a  study  of  a  new  entity,  "non-guttate 
corneal  endothelial  degeneration,"  in  collaboration  with  Dr.  R.L.  Abbott  in 


Work  Unit  No.  9052C 

Font,  R.L. ,  M.D. ; 
Yanoff ,  M.  >  M.D. ; 

CEY03060)  -  second 
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AD- A 1 29  243  ANNUAL  PROGRESS  REPORT  FY-82  VOLUME  IltU)  WALTER  REED 
ARMY  MEDICAL  CENTEF?  WASHINGTON  DC  1982 


MICROCOPY  RESOLUTION  TEST  CHART 

NATIONAL  BURtAU  OF  STANDARDS -1963  A 


Title:  Foveomacular  Aging  in  the  Rhesus  Monkey  (cont'd.) 


San  Francisco.  This  report  was  presented  to  the  American  Academy  of  Ophthal 
mology  in  the  fall  of  1980  and  a  paper  has  been  submitted  to  the  journal. 
Ophthalmology. 


Publications: 

1.  Eagle,  R.C.,  Jr.,  Font,  R.L. ,  Yanoff,  M. ,  Fine,  B.S.:  The  iris  naevus 
(Cogan-Reese)  syndrome:  Light  and  electron  microscopic  observations.  Brit.  J. 
Ophthalmol.  64:446-452,  1980. 

2.  Perry,  H.D. ,  Buxton,  J.N. ,  Fine,  B.S.:  Round  and  oval  canes  in 
keratocanus.  Ophthalmology  87:905-909,  1980. 

3.  Nik,  N.A.,  Hidayat,  A.,  Zimmerman,  L.E.,  Fine,  B.S.:  Diffuse  iris 
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Title;  The  Degree  of  Burnout  Experienced  by  Intensive  Care  Nurses 


Purpose:  While  stress  and  stressors  of  Intensive  care  nursing  have  been 
examined.  It  Is  not  yet  appropriate  to  presume  a  relationship  between  stress 
(cause)  and  burnout  (effect).  The  question  of  whether  burnout  even  exists 
among  Intensive  care  nurses  requires  systematic  study  before  It  can  be 
answered.  The  purpose  of  this  study  was  to  assess.  In  Intensive  care  nurses, 
the  frequency  and  Intensity  of  three  aspects  of  the  burnout  syndrome  as  des¬ 
cribed  byMaslach  and  Jackson  (1981).  The  three  aspects  were:  emotional 
exhaustion  (EE),  depersonalization  (DP),  and  personal  accomplishment  (PA). 

Sample  description:  The  90  subjects  of  this  study  were  registered  nurses  cur¬ 
rently  practicing  Intensive  care  nursing.  The  CCU,  NICU,  SICU/RR,  TICU,  and 
MICU  of  a  large  Army  medical  center  were  used  as  the  data  collection  sites. 

The  majority  of  the  subjects  was  military  (66  percent),  female  (89  percent), 
and  Caucasian  (74  percent).  The  mean  age  was  33+7.5  years.  Of  the  39  per¬ 
cent  of  subjects  who  were  married,  the  mean  number  of  years  married  was 
3.616.8.  The  subjects'  most  conmon  level  of  education  was  the  baccalaureate 
degree  (64  percent)  and  their  most  common  level  of  position  was  that  of  staff 
nurse  (78  percent ).  The  mean  number  of  months  In  nursing  was  116.54iB2.23 
and  the  mean  number  of  months  In  current  job  was  23. 44.134. 35. 

Methods  of  Oata  Collection:  This  was  a. descriptive  survey,  with  completely 
voluntary  subject  participation.  The  Maslach  Burnout  Inventory  was  used  as 
the  data  collection  tool.  This  Is  a  self-reporting  questionnaire  with  22 
Items,  each  of  which  Is  answered  twice,  giving  the  frequency  (F)  and  Intensity 
(I)  responses,  that  Is,  EE:F,  EE:I,  0P:F,  0P:I,  PA:F,  and  PA:I.  The  syndrome 
of  burnout  would  be  demonstrated  by  Increased  EE:F,  EE:I,  and  PA:I,  DP:F,  and 
DP:I  scores  and  by  decreased  PA:F  and  PA:I  scores.  Reliability  and  validity 
of  the  tool  Is  acceptable. 

Methods  of  Data  Analysis:  Data  from  contlnuou-  variables  were  studied  using 
correlational  analysis.  Oata  from  discrete  variables  were  studied  using 
analysis  of  variance;  a  significance  level  of  .05  was  used.  The  means  of  the 
total  group  were  compared,  using  the  t  Test,  to  the  normative  data  of  Maslach 
and  Jackson. 

Findings:  The  continuous  variables  of  age,  years  married,  and  months  In 
nursing  showed  low  correlations  Indicating  a  definite  but  small  relationship 
between  these  variables  and  some  of  the  aspects  of  the  burnout  syndrome.  Age 
was  negatively  correlated  with  EE: I  and  DP:I.  Years  married  was  negatively 
correlated  with  EE:F,  EE:I  and  DP:I.  Months  In  nursing  was  negatively 
correlated  with  EE:F,  EE:I,  DP:F,  and  DP:I. 

The  discrete  variables  Indicated  a  significantly  higher  1)  EE:F  and  DP:I  among 
military  than  civilian  subjects;  2)  EE:I  among  males  than  females;  3)  EE:I, 
DP:F,  DP:I  and  PA:I  among  Caucasians  than  noncaucaslans;  4)  PA:F  and  PA:I 
among  those  with  seme  college  than  those  with  BSN,  Master's  or  other 
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levels  of  education;  5)  EE:F  and  DP:F  among  those  with  baccalaureate  degree 
than  among  those  with  other  degrees  or  a  diploma;  6)  DP : I  among  clinical 
coordinators  and  senior  clinical  nurses  than  staff  nurses,  and  7)  EE:F  among 
subjects  assigned  to  T1CU  than  those  on  other  units. 

Considering  the  overall  scores  for  the  syndrome  of  burnout,  the  subjects 
demonstrated  a  level  of  burnout  which  was  moderate  when  compared  with  the 
normative  scores  reported  by  Mas lac h  and  Jackson. 

Conclusions  and  Recomwendatl ons:  The  rather  scattered  findings  within  the 
three  aspects  of  burnout  seem  to  Indicate  the  need  for  extreme  caution  In 
presuming  that  burnout  Is  the  result  of  stress  among  Intensive  care  nurses. 
Selected  groups  of  Intensive  care  nurses  reported  some  of  the  aspects  of  burn* 
out  (feelings  of  Increased  emotional  exhaustion.  Increased  depersonalization, 
and  decreased  personal  accomplishment),  but  none  of  the  groups  reported  all  of 
the  aspects.  Addressing  the  specific  aspects  reported  by  specific  groups  may 
assist  nurses  and  nurse  managers  to  better  deal  with  the  conseouences  of 
stress  In  Intensive  care  nursing. 


JOSEPH  P.  MALONEY,  L7C,  ANC 
CLADUIA  BARTZ,  MAJ,  ANC 
Walter  Reed  Army  Medical  Center 
Washington,  OC 
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Date:  6  Aug  -  -lfoK  Ojit  fio.:  qnsfi-82 . . |  St/.TUS: _ Interim _  Fi, -- 

St/ktkjs  Oats:  APnTT  ic-o  Date  cf  Coph  eticm: 


Key  Kwds:  Healtil  belief.- ,  Ureas 


Title  cf  Project:  Nurse's  Health  Beliefs  About  Breast  Cancer 
And  3reast  Self-Examination 


ana  Bc'nodt,  I.IAJ  Donna  Nyzar 


Facility:  VfltfC _  Dept/Svc:  Department  of  Nursing 


P.TIKCIRAL  INVESTIGATOR 


ASSOCIATE  If!V£STtCATCP.(s): 


Accumulative  fcDCASE  Cost:  Accumulative  Cchtract  Cost:  '  /■ccjmw  ativ^  Sj°p<  y  r.3ST. 

o  o  0  ’  '  ‘ 

FY-83  rHICASE:  Contract  Cost:  Suprly  Cost:  Dais  of  Cosmittee  A?mkw 

°  L  L  Annual  Progress  {{sport  I 


Stuoy  Objective:  To  determine  if  female  registered  nurse s*'dract  T c e- 
Breast  Self-B::amination  and  if  they  teach  Breast  Self-Brami- 

not-!  rvrr  +  r\ m*  ■»*  o  Pntfl  . 


TSowcftL  Approach; 

Survey  questionnaire  of  4?  registered  nurses  at  .VRAI'C  ^nd 
registered  nurses  at  a  Baltimore  City  hospital 


Prqsbess  Rains  FY-S2: 

Data  Analysis  Completed 


Kuraes  of  Subjects  Studiso:  ' 

— _ _  Total  (to  date)  :  ^  ~ _ Before  Completion  o?  Study:  ‘  ^ 

Serigus/Unexfecteo  Side  Effects  m  Subjects  Parttcip.ttjhg  in  Prmjscr(iF  ;:u.u=  so  statb>- 

ncib: 


CONCLUSIONS: 


See  Attached  Report 


Publications  o.T  Abstracts.  FY-S2: 
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Methodology 

A  convenience  sample  of  50  female  registered  nurses  from  a  local  community 
hospital  in  Baltimore  City,  Maryland  and  49  fenale  registered  nurses  from  a  lo¬ 
cal  military  medical  center  in  Washington,  D.C.  were  asked  to  fill  out  a  ques¬ 
tionnaire  devised  by  Margot  Stillman  in  1977  entitled  "Women's  Health  Beliefs 
about  Breast  Cancer  and  Breast  Self-Examination".  The  objective  was  to  repli¬ 
cate  her  correlational  study  using  one  of  the  recommendations  published  in 
Nursing  Research  (March-April,  1977).  "A  study  should  be  made  of  nurses  in  com¬ 
munity  health,  industrial,  high  school,  and  hospital  settings  to  determine  the 
percentage  who  health  teach  about  breast  cancer  and  BSE,  including  the  reasons 
for  doing  or  not  doing  so". 

Subjects 

The  subjects  consisted  of  99  fenale  registered  nurses.  50  questionnaires 
were  distributed  at  the  community  hospital:  39  of  the  questionnaires  were  com¬ 
pleted,  1  turned  in  blank,  2  were  never  received  by  the  chosen  nurses  who  were 
on  leaves  of  absence,  and  S  were  not  returned.  At  the  military  hospital,  49 
questionnaires  were  distributed:  42  questionnaires  were  returned  completed,  3 
were  returned  after  the  data  had  already  been  tabulated,  and  4  were  not  returned. 
322  of  the  questionnaires  were  completed  and  analyzed. 
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Results 


Section  I  (Knowledge).  442  of  the  sample  selected  the  correct  answer  re¬ 
lated  to  prevalence  (less  than  102  -  letter  a)  while  562  overestimated  the  prev¬ 
alence  of  breast  cancer.  892  correctly  believed  that  most  breast  lumps  are  not 
malignant  (letter  b).  802  of  the  sample  in  this  study  believed  a  woman's  chan¬ 
ces  for  developing  breast  cancer  increases  after  age  30  or  40  (letters  b  and  c), 
both  of  which  were  acceptable  because  the  ages  35  and  40  are  those  most  cited. 

In  describing  the  woman  more  at  risk  for  developing  breast  cancer,  892  of  the 
sample  knew  about  the  relationship  if  relatives  have  breast  cancer;  142  of  the 
sample  also  believed  that  being  married  with  no  children  or  being  single  or 
post-menopausal  were  contributing  factors,  which  they  are.  A  Pearson's  r  of 
-.21  was  obtained  indicating  no  relationship  between  age  of  the  subject  and 
their  knowledge  as  tested  by  the  multiple  choice  questions  in  Section  I. 

Section  II  (Beliefs).  732  of  the  sample  scored  in  the  high  range,  with  no 
subjects  falling  into  the  low  range  regarding  perceived  susceptibility.  Sample 
scores  ranged  from  9  to  19  with  a  mean  score  of  18.7.  Regarding  perceived  bene¬ 
fits,  the  majority  of  the  sample  (992)  scored  in  the  high  range,  with  no  sub¬ 
jects  falling  into  the  low  range.  Sample  scores  ranged  from  14  to  20  with  a 
mean  score  of  18.7.  An  alpha  coefficient  of  .51  was  obtained  for  Internal  con¬ 
sistency.  A  t-test  for  independent  samples  yielded  a  .8,  with  p  >  .05  and  df  60, 
indicating  no  significant  difference  in  attitude  (as  measured  by  an  individual's 

total  score)  and  level  of  education.  A  second  t-test  for  Independent  samples 

yielded  t=2.27,  p  greater  than  .05 *  df  60,  indicating  no  signifi¬ 
cant  difference  in  the  teaching  of  BSE  with  attitude. 

flection  111  and  IV  (Practice  of  BSE) .  S9 ft  of  the  sample  ans¬ 
wered  that  they  do  practice  BSE  at  least  monthly;  20ft  perform 
33E  6-11  months  out  of  the  year;  and  40ft  perform  BSE  less  than 
5  months  out  of  the  year. 
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A  chi  square  was  par  forced  on  frequency  of  performance  and 
level  of  education  which  was  not  significant .  second  chi 
square  was  performed  on  frequency  of  performance  and  teaching 
of  BSE  which  was  also  not  significant .  A  third  chi  square 
performed  on  age  and  frequency  of  performance  was  not  signifi¬ 
cant.  85%  of  the  sample  are  still  having  their  menstrual  per¬ 
iods  with  67%  performing  BSE  after  their  period.  For  those 
who  no  longer  menstruate,  they  perform  BSE  whenever  they  think 
of  it.  43%  of  the  subjects  had  learned  about  BSE  from  a  doc¬ 
tor  while  47%  had  learned  about  BSE  "■•o:n  a  nurse.  Yj%  of  the 
subjects  expressed  confidence  in  the  BSE  technique.  In  re¬ 
relation  to  confidence  in  ability  to  discover  something  ab¬ 
normal  30%  were  "not  sure";  70 %  replied  yes;  and  9%  said  no. 
Section  V  (Demographics)  The  sample's  mean  age  in  years  was 
33  with  a  range  of  42  (63  being  high,  21  being  low).  The  modal 
religion  was  Protestant  (4C%)  with  43%  Catholic,  3%  Jewish, 
and  6%  unspecified.  52%  of  the  sample  have  a  Bachelor  of 
Science  i;i  Nursing,  26 %  are  Diploma  school  graduates,  8%  have 
an  Associate  Degree  and  4%  have  their  Master's  Degree  in  Nur¬ 
sing.  Por  purposes  of  the  various  test  statistics  performed 
using  level  of  education,  those  with  MSU’s  and  3311*3  were 
grouped  together  and  those  with  Associate  Degrees  and  Diplomas 
were  grouped  together.  53%  of  the  subjects  are  married,  37% 
single,  12%  separated  or  divorced,  and  1%  widowed.  46%  of  the 
sample  have  children.  79f$  of  the  subjects  have  no  family  his¬ 
tory  of  cancer  while  16%  have  had  a  lump  removed  from  their 
breast.  Only  1  person  reported  having  had  surgery  for  cancer. 
85%  care  for  cancer  patients.  A  chi  square  for  significance 
between  level  of  ,'ducation  and  the  teaching  of  BSE  was  per-  • 
formed  with  no  significance  (X  =.58,  p  greater  than  .05,  df  1). 
OTHER.  37%  of  the  nurses  do  perform  breast  self-examination 
with  <\C%  of  the  sample  performing  it  on  a  monthly  basis.  386 
of  the  nurses  in  this  sample  do  teach  breast  self-examination 
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to  their  patients.  The  02Tj  of  the  sample  who  do  not  teach  ESS 
to  their  patients  reported  "lack  of  time”  as  the  primary  reason. 
Only  12"S  were  net  sure  how  to  teach  ^SE  and  0 £.0  reported  em¬ 
barrassment  about  the  task. 

Limitations.  The  tool  itself  needs  to  be  redesigned  end  reeval¬ 
uated.  The  review  of  the  literature  revealed  multiple  citings 
of  Stillman's  study  yet  the  reliability  of  the  tool  had  never 
seen  reported.  The  answers  to  the  multiple  choice  questions 
in  Section  1  pertaining  to  factual  knowledge  may  need  to  be 
updated  in  regard  to  current  social  mores(i.e.  being  single 
versus  married  with  no  children  as  a  predisposing  factor  for 
developing  breast  cancer) .  Futhermore,  it  was  unclear  how  to 
score  the  multiple  answers  available  for  Item  'f 4.  Section  III» 
Item  5  '"as  ignored  in  this  study  due  to  its  open-ended  wording 
which  was  difficult  to  analyze  from  one  individual  to  another 
although  all  of  the  responses  given  were  appropriate.  Section 
V,  Item  6,  needs  tc  be  reworded  as  the  the  age  at  which  one 
delivered  her  first  full-term  fetus.  Women  who  have  their  first 
child  at  or  after  the  age  of  35  are  at  an  increased  risk  for 
developing  breast  cancer.  Item  10  needs  to  be  qualified  as  to 
the  type  of  patient  taught  333,  why,  and  how  often  an  individ¬ 
ual  nurse  does  teach. 


601 


Date:  1  Oct  82  1  foyfarrfto.:  9053-82 


Status:  UtTjjUH 


Ficas.  X 


Swgnra  Date:  1  November  1981 


Date  of  CaRPtETic:):  29  September  1982 


Key  UsoS:  Nuxslnfl.,  Job  Satisfaction  _ _ _ _ _ 

Title  C?  Project:  a  Survey  of  Che  Job  Satisfaction  of  Nursing  Personnel  Assigned 
to  the  5th  Floor,  Walter  Reed  Army  Medical  Center,  during  the  period  1  November 


1981  to  15  May  1982. _ ] _ 

CPT  Buchanan,  LTC  Kulm,  MAJ  Johnson,  LTC  Lobody,  MAJ  Greene, 
PiMKCtPAL  IwA-sriGATca's):  MAJ  Synakovski .  MAJ  Pickering-Scott,  MAJ  Tushbant ,  MAJ  Weigand 
- - - -  LTC  Tollefson 


Associate  IwesTrcArogCs): 


Facility:  KtfKC 


V&t/$X:  Nursing  Research  Service 


Accumulative  fSJCASS  Cost: 


Accufftjunvs  Contract  Cost: 


FY-85  rSCCASE: 
_ 5L_ 


Contract  Cost: 
_ JQ _ 


Simply  Cost: 
_ 0 _ 


Accumulative  Supply  Cost: 
•  0 


Date  o?  CcKMiTTcE  Approval  0? 

Annual  ProsrsSS  Report  FPB  2  5  ipp^ 


Stuoy  Objective:  1.  To  determine  the  level  of  Job  satisfaction  felt  by  the  nursing 
personnel  assigned  to  the  5th  floor,  Walter. Reed  Army  Medical  Center,  nt  the  time  of 

the  surveys  -(Can't-) - - - - - ; - - - — . 

TSOWiCAL  fc»PROACH:.  Survey  -  Resurvey 


Progress  Khkh  FY-82:  completed 


(ItftSeR  0?  SuJJcCTS  STUDIED: 

FY-82  :  25Q  Total  (to  cats):  250  Before  Completion  of  Study:  0 

Ssrious/DmcXPccteo  Side  Effects  i«  Su3jects  Participates  ro  Project(if  hsjse  so  stats): 

None 

Co.MCLU3lQf)5:  1.  First  line  supervisors  can  institute  changes  which  can  effect  the 
satisfaction  level  on  the  nursing  staff.  2.  An  improvement  in  other  areas  effecting 
satisfaction  such  as  having  designated,  pleasant  break  areas,  and  giving  the  3taff 
more  responsibility  in  the  arrangement  of  work  assignments  can  have  a  positive  effect 
on  the  perception  of  satisfaction  with  their  pay  or  with  their  Job. 

Publications  or  Abstracts,  FY-82:  None 
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Continuation  Sheet  -  Work  Unit  9053-82  Pinal  Report 


Study  Objectives  Can't  -  2.  To  identify  the  Job  characteristics  vhich  contribute 
to  the  job  satisfaction  felt  by  the  nursing  personnel  assigned  to  the  5th  floor, 
Walter  Reed  Army  Medical  Center,  at  the  time  of  the  surveys.  3.  To  identify  the 
job  characteristics  vhich  contribute  to  the  job  dissatisfaction  felt  by  the  nursing 
personnel  assigned  to  the  5th  floor,  Walter  Reed  Army  Medical  Center  at  the  time  of 
the  surveys.  4.  To  identify  the  effects  on  job  satisfaction  of  changes  made  on  the 
unit  between  the  administration  of  the  two  surveys. 
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_SrA’<vi£.U  Oat-7 • _ I  March  1982  . . . . 0.ur  _n_rJM;LL _ 1  July  JL382. 

Key  C'ly.'T.: Burnout  _ _ _ _ _ 

Title  c.  f.-uj-cr: 

The  Degree  of  Burnout  Experienced  by  Intensive  Care  Nurses 


Iv/imrteAT&ts}:  Joseph  ?•  Maloney 


t  Claudia  Bart* 


Facility:  ?<”?A'!C  .  1  BsPi'/Svc:  Department)  , of. Nursinp 

Accuhulativs  FiDCASE  Ccsr: 

None 

Acciaoulative  Contract  Cost:  Acctiulat i vs  Supply  Cost: 

None  None 

FY-83  FHCASE:  Contract  Cost:  S y?*.v  Cost: 

_ _ • _ — - - -  - - 

iLjjSXj \ ri-j  To  Assess  -  in  Intensive  Care  Nurses  the  Frequency  and  Intensity 
of  three  Aspects  of  Burnout. 

TSQifiiCAL  Approach:  Questionnaire 


Prop,  less  Ihy.tno  FV  S3:  9Q  Subjects  completed  the  questionnaire 


KuiSHS*.  07  SusJiCTS  STUDIED*. 

FY-32:  90  Total  (to  date): _ 90  _ 

Sf.f:l0U3/il,'!?./?3CT£0  Sl-Ua  ErrSC-TS  HI  SUBJECTS  P,V>TtClfc\tti!S 

N/A 


Before  Completion  a;: 

III  PnOJECtClT  mole  so  state) 


Completed 


CoLCUi0I0.’is: 


See  Abstract  (Attached) 

Publications  oo.  Abstracts.  FY-S2: 


■ 


StasH.-S  Date:  May  1982 _ ' _ Date  Or  Coy*LcTlo:i:  27  Nov  82 _ 

Key UgOS:  Behaviors.  Activities.  Intraoperative _ 

Title  CF  Project:  A  Descriptive  Study  of  the  Behaviors,  Activities  and  Cognitive' 
Functions  of  the  Registered  Nurse  During  the  intraoperative  Phase  of  Surgery.! 


PRINCIPAL  IwgSTIGATca(s):  Major  Jean  M.  Reeder 


...Associate  lKVcSTIGAn)3(s):  Major  Donna  Sylvester 


Facility:  VSAvC 


Dept/Svc:  Operating  Boqm  Nursing  Service 


Accumulative  t'oCCASE  Cost: 
JL/A. 


Acciwulativs  Cetthact  Cost: 

ML. 


FY-85  r£CCA S£:  Con  Truer  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 
N/A 


Date  of  Committee  Appro*/, 
Annual  Progress  Report 


iy 


25  1983 


Study  Object ive:  To  Describe  Nursing  Activities  and  compare  observed  activities 
Speralinp^Soom  ftur§lsenC*'eS  Per^°Pera'tive  nursing  from  the  Association  of 

TScwiical  Approach:  Qualitive  Approach  -  direct  observation,  interviews  and  questionnaires 


Progress  Curing  FY-S2:  Proposal  approved  data  collection,  1st  3  Chapters  of  thesis 
written  and  data  analysis  in  progress. 

(tossa  of  Subjects  Studied:  ”” ““ 

FY-82:  15  Total  (to  date)  :  15 _  Before  CoPt-ETtas*  o?  Stu-jyj _ _ 

ScRIOtiS/iJi'lEXPSCTED  SlDE  EFFECTS  IM  $U3JECTS  PARTICIPATES  iri  PiTOJECTCiF  ROSS  SO  STATE): 

None _ _ _ j _  ■  _ 

Conclusions:  Data  analysis  in  progress;  expect  to  be  completed  by  27  November  1982. 


Publications  or  Abstracts.  FY-82.  Abstract  submitted  to  AORN-Research  Committee 
for  consideration  as  a  presentation  at  AORN  Congress,  April  1983.  Status 
unknown . 
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Date:  1/4/83 

tost  Unit  No.:  9057-82 

Status:  Interim  Firca  XX 

Start !.\u  Hate: 

Date  op  Cowetioh:  17  Nov  83 

Key  Words  behaviors.  Activities,  Cognitive  Functions,  Intraoperative 

Title  cf  Project:  a  Descriptive  Study  of  the  Behaviors,  Activities  and  Cognitive 
Functions  of  the  Registered  Nurse  During  the  Intraoperative  Phase  of  Surgery 


Principal  Invest IGator(s):  Major  Jean  M.  Reeder 


Associate  InvestigatorCs): 


Facility:  KRA'iC 


Dept/Svc:  Operating  Room  Nursing  Service 


Accumulative  rEOCASE  Cost: 

_ Q _ _ _ 


Accumulative  Carre  act  Cost: 
_ 0 


Accumulative  Supply  Cost: 
_ _ 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of.  „ 
annual  Progress  Report  FfcB  2  5  1983 


Study  Objective:  To  describe  nursing  activities  during  the  intraoperative 
phase  of  surgery. 


technical  Approach: 


Qualitative 


Progress  During  FY-S2: 


Study  completed  in  November  1982 


ffcjMSEa  of  Su3Jccrs  Studied: 

FY-82:  15  Total  (to  pats) :  15 _  Before  Completion-  of  Study:  x 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  in  Prcject(if  none  so  state): 

None 

Cg'.’a.'JaiONS:  Approximately  70Z  of  the  Basic  Competencies  were  observed  during 
the  Intraoperative  phase  of  surgery  and  30Z  were  not  observed.  Several  areas 
were  recommended  for  further  nursing  research. 


Publications  or  Abstracts.  FY-82: 
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Status:  Interim  Fi:u>l  XX 

Start  j:a»  Date: 

Date  of 

CoPPLcTiar.  16  Dec  1081 

Key  Ugos:  _ _ _ _ _ 

Title  C F  Project:  An  Identification  of  the  Expressed  Needs  of  Family  Members  of  the 
Terminally  Ill  Patient  in  a  Hospital  Setting.  I 


PRINCIPAL  IwESTIGATCaCs):  Mary  E.  O'Brien-Abt 


Associate  I^-estioato3(s):  n/a 


Facility:  KtfK C 


Acoesjlativs  r-EDCASE  Cost: 
_ UA _ 


Dept/Svc:  Nursing 


Accusjlativs  C&ttract  Cost: 
N/A _ 


FY-83 


KECCASE: 

_IZ4_ 


Contract  Cost: 
N/A 


Supply  Cost: 
N/A 


Accumulative  Supply  Cost: 
N/A 


Date  c?  Committee  Approval  Op 
Annual  Progress  Report  ctp  o  a  jjpa 


Study  Objective:  The  purpose  of  this  study  was  to  identify  the  importance  of  needs 

of  families  of  the  terminally  oil  patient,  it  their  needs  were  being  met  in  nursing 
practice,  and  who  were  meetifty  these  needs  .  _ _ _ _ _ 

TEchm ■  cal  Approach :  An  instrument  consisting  of  three  parts  was  was  utilized  to  collect 

the  data.  The  parts  were:  participant  information  sheet,  personal  data  sheet,  and 

45  statement  information  schedule.  Twenty  family  members  were  interviewed. 

Progress  Duau;o  FY-82: 

•Completed  as  above 


Kursea  of  Subjects  Studied: 

FY-S2j _  Total  (to  date)j _  Before  Completion  a-  Svjjy:  20 

SeriousAIhexpecteo  SrcE  Effects  in  Subjects  Participatkis  iri  PrcjectCjf  move  so  state): 

_ N/A _  . _ .  _ 

CofjCUISIttiS:  The  finding  of  this  study  indicated  that  the  most  important  need  was  to 
have  questions  answered  honestly.  66%  of  the'  needs  were  met>  50JC  of  the  time.  The 
physicians  and  nurses  met  31  or  86 %  of  the  needs. 


Publications  or  Abstracts.  FY"S2:  completed,  a  full  report  attached 
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Status:  fureimi  Fitml  XX 


St/WTJ.ls  Hatp:  Seat  1978  Date  n?  (Vy«°leticn:  Oct  1983 


Key  IfcRDS:  coronary  heart  disease,  Type  A  behavior 


TlTLE  CF  PROJECT :  ,  „  „  „  . 

Coronary  Artery  Disease  and  Coronary-Prone  Beha¬ 
vior  . 


Principal  IfiVEsriGATOR(s):  David  Krantz,  PhD,  Assoc  Prof,  Med  Psych 


Associate  Investigators):  James  E.  Pavia,  COL  MC ,  C 


Facility:  WRtflC  &  USUHS  Dzpt/Svc:  Cardiology 


Accumulative  iEDCASE  Cost:  Accumulative  Contract  Cost-.  Accumulative  Supply  Cost: 

None  I  None  -None 


FY-83  r£DCAS£:  Contract  Cost:  Surrey  Cost:  Date  of  Committee  Approval  0? 

Annual  Progress  Repcrtcco  9  iqm 


Study  Objectiv 


Same  as  report  for  previous  years, 


Technical  Approach: 


Progress  Puri no  FY-82 : 


Project  completed. 


HilMBeft  OF  SUBJECTS  STUDIED: 


Total  (to  date): 


Before  Completion  q?  Study: 


ScRious/Ui'i=x3ccted  Side  Effects  in  Subjects  Participating  in  Projsct(if  none  so  state): 


Conclusions: 


PROJECT  COMPLETED. 


Title  of  Project:  Treatment  and  Rehabilitation  of  Knee  Injuries  at  the  United 
States  Military  Academy,  West  Point,  NY  10996 


Investigators: 

Principal :  LTC  Walton  W.  Curl 
Associate:  LTC  Keith  L.  Markey 

Objectives:  To  develop  predictive  parameters  and  programs  to  lower  the  knee 
injury  rate  of  cadets  at  the  United  States  Military  Academy.  It 
is  also  the  objective  to  analyze  and  develop  better  treatment 
modalities  for  those  Injuries  which  do  occur. 

Technical  Approach:  Cadets  who  are  participating  in  the  Intramural  and  inter¬ 
collegiate  football,  wrestling,  and  lacrosse  programs  are 
being  screened  as  part  of  the  pre-season  physical  examination 
for  multiple  parameters  which  might  effect  knee  injury  rate. 

These  parameters  include:  joint  laxity,  height,  weight, 
body  type,  etc.  This  data  and  following  the  individuals 
through  the  sport  season,  determine  what  types  of  injuries 
they  incur  and  it  is  hoped  that  a  statistical  correla¬ 
tion  can  be  performed  to  relate  these  various  parameters  to 
knee  Injuries. 

The  treatment  phase  deals  with  the  diagnosis  and  treatment 
of  essentially  Isolated  tears  of  the  anterior  cruciate 
ligament.  Those  who  have  a  proven  torn  anterior  cruciate 
ligament  then  undergo  an  acute  repair  and  reconstruction 
of  the  torn  anterior  cruciate  ligament  utilizing  the  medial 
third  of  the  patellar  tendon.  They  are  then  casted  with  a 
long-leg  cast  with  the  bent  knee  at  60°  for  six  weeks  and 
then  a  cast-brace  at  30-60°  for  six  weeks.  They  are  then 
started  on  a  knee  rehabilitation  program.  These  patients 
are  then  followed  at  a  3  and  6  months ,  1  year ,  2  year ,  and 
5  year,  and  10  year  intervals  for  long  term  sequelae. 

Progress  and  Results:  Preventive  Phase:  198  intramural  football  players  were 

examined  and  evaluated  utilizing  the  Cybex  II.  The  Cybex  II 
was  used  to  measure  hamstring  and  quad  strength  at  5  rpm's  and 
30  rpm's  on  both  the  right  and  left  knees.  The  average  Cybex 
rating  at  S  rpm's  for  the  quadriceps  was  one  knee  was  95Z  the 
strength  of  the  other  knee.  The  range  was  from  74%  to  100%,  with 
the  majority  of  knees  being  above  90%  strength.  Of  the  198 
individuals  in  this  study,  22  injured  their  knees  while  play- 
intramural  football.  In  both  the  Injured  group  and  the  un¬ 
injured  group,  the  Cybex  rating  was  6%  difference  in  knees. 

This  finding  would  therefore  indicate  that  a  pre-season 
Cybex  rating  of  knees  is  not  a  good  predictive  parameter 
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for  screening  those  individuals  more  prone  to  knee 
injuries  while  playing  football.  It  was  interesting 
to  note  that  the  average  difference  between  the  right 
and  left  knee  was  6%.  This  is  a  useful  parameter  to 
know  when  rehabilitating  a  knee  that  one  only  need  to 
rehabilitate  the  knee  to  approximately  902  strength  in 
order  for  it  to  be  considered  in  the  normal  range.  The 
Cybex  data  will  continue  to  be  analyzed  to  see  if  there 
is  any  other  more  subtle  correlations  which  can  be  made, 
however,  it  does  not  appear  that  it  is  a  useful  pre¬ 
dictive  parameter.  A  laxity  study  was  also  performed 
in  a  previous  group  which  has  been  included  in  this 
protocol.  The  complete  study  is  attached  as  an  addendum. 

Treatment  phase:  Ve  currently  have  operated  on  157  anterior 
cruciate  ligament  Injuries  using  the  medial  one-third  of  the 
patella  tendon  to  augment  the  repair  of  the  anterior  cruciate 
ligament.  There  have  been  no  specific  changes  in  the  basic 
approach  to  the  operation.  Thepost  operative  immobilization 
was  for  three  weeks  at  60°  and  nine  weeks  in  a  hinged  cast 
from  30°  to  60°.  The  number  of  knees  inputed  into  the 
study  will  be  terminated  as  of  the  end  of  May  1982.  The 
follow-up  to  these  knee  injuries  will  be  on-going  then  over 
the  next  ten  years  to  ascertain  the  efficacy  of  this 
operation  over  the  long-term. 

Conclusions:  Again,  the  study  continues  to  be  on-going.  The  preventive  phase 
has  been  concluded  with  the  analysis  of  the  Cybex  data  which  has 
previously  been  discussed  as  being  inconclusive.  The  laxity  study 
which  was  done  in  conjunction  with  this  study  also  proved  to  be 
of  no  value  in  providing  a  predictive  parameter  in  this  particular 
group  of  individuals.  At  present,  we  have  been  unable  ascertain 
any  type  of  predictive  parameter  in  a  routine  screening  test  which 
has  been  able  to  Identify  those  individuals  who  are  more  prone 
to  sustaining  a  serious  knee  injury  during  Intramural  football. 

We  continue  to  have  major  problems  in  trying  to  have  our  data 
analyzed.  We  have  recently  obtained  a  computer  terminal  in  the 
Orthopaedic  Clinic  where  we  are  inputting  our  data  into  the  com¬ 
puter  at  the  present  time  into  a  data  management  system  for 
analysis.  Hopefully,  by  using  this  system,  we  will  have  an  effective 
means  to  analyze  data,  using  the  computer  and  also  will  be  able  to 
use  the  computer  for  the  long-term  follow-up  studies. 


Funds  Utilized.  FY-82 :  The  research  secretary  was  funded  for  a  part-time  basis 

during  FY-82.  No  other  funds  were  utilized  out  of  the 
clinical  research  investigation  project. 

Funding  Requirements.  FY-83 : 

Personnel :  GS3  -  This  individual  really  should  be  hired  on  a  full¬ 
time  basis  for  FY  83  due  to  the  increased  amount  of 
work  to  input  data  into  the  computer. 

Equipment :  Lenox  Hill  Braces  for  bracing  anterior  cruciate  liga¬ 
ments  -  Approx  $300.00  ea,  estimated  ntsnber  required  -  60. 

«?0 


Travel: 


Supplies: 


$1,000.00  for  TOT  for  Che  purpose  of  presenting 
results  as  well  as  visiting  other  medical  centers  to 
discuss  the  role  of  the  anterior  cruciate  ligament. 
None 


Other: 


Publications  &  Abstracts  FY-82:  None  as  of  yet. 
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Date;  30Sep82  |  toy  Cvi r  to. :  9087 


SlATUS:  INTERIM  X  Fi,val 


Start i:.a  Date:  30  March  1982 


Date  of  CafLCTiON:  Unknown 


Key  Words: 


Title  cf  Project : 


Intraocular  Lens  Implantation 


Principal  InygSTfC-ATQR(s):  ALLAN.  W.  BERG,  MD,  LTC,  MC 


ASSOCIATE  lKV£STt0AT03(s):  BENJAMIN  LIBERA  TORE,  MD,  OPT,  MC 


_  Walson  ACT 

Facility:  HRtfjC  Fort  Dix.NJ 


Dept/Svc:  Ophthalmology 


Accumulative  HE0CA3S  Cost: 
_ N/A 


Accumulative  Contract  Cost: 

Ml 


ACCUMULATIVE  SjpPLY  COST: 
411,500 


FY-83 


rRCA  SE: 


Contract  Cost: 

_ M _ 


Supply  Cost: 
Unknown 


Date  of  Committee  ApPROv^cfcn  e 
Annual  Progress  Report  "p  L 


Study  Objective :  To  evaluate  the  correction  of  aphakia  with  intraocular  lenses, 
to  include  primary  and  secondary  implantation  and  adverse  effects/complications. 


technical  Approach:  Standard  cataract  microsurgical  techniques  (extracopsular  and 
intracapsular)  followed  by  implantation  of  posterior  or  anterior  chamber  intra- 

ocular  lenses. _ _ _ 

Progress  During  FA-82:  Primary  implantation,  extracapsular  with  posterior  cnamber  IOL:  lk 
Intracapsular  with  anterior  chamber  IOL:  2 

Secondary  implantation  with  anterior  chamber  IOL:  1 _ 

fluMSsa  of  Susjects  Studied:  ~ 


FY-82:  17  Total  (to  date): _ Before  Completion  of  Study: 


Serious/Unexpected  Side  Effects  in  Susjzcts  Participating  in  Project(if  cone  so  state): 

None  _ 

Conclusions: 

That,  used  appropriately,  intraocular  lenses  are  an  acceptable  means  of 
correcting  aphakia. 


Publications  or  Abstracts.  FY-82: 
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toy  four  No.:  9088 


Status:  Interim 


Title  cf  Project: 


A  Comparison  of  the  Use  of  Cognitive  Therapy  and  Hypnosis  in 
a  Group  Setting  for  Treating  Obsety 


Principal  IwesnoATcaCs?:  Edmnd  G.  Howe.  M.D.  _ 

AssCCtATE  InvESTIGATORCs): _ _ _ 

Facility:  H3A-C _  Depr/Sve:  Psychiatry _ _ 

Accumulative  rEQCASE  Cost:  Accumulative  Contract  Cost:  f  Accumulative  Supply  Cost: 


FY-83  ffiDCASE:  Contract  Cost:  Supply  Cost: 


Date  a=  Cof-iHiTTEE  Approval  Of 
Annual  Progress  Report  ppR  2-5  3983 


Stuoy  Objective:  To  determine  whether  the  proposed  treatment  for  obesity  will  be 
effective  as  a  means  of  persons  with  obesity  losing  weight  and  maintaining  weight 

losfr. — fn  €awpag»-tgeattWBt  to-generate-hypotheses  far  further,  studies 

technical  Approach:  ' 

Original  study  has  been  completed  at  this  time.  Analysis  of  data 

and  writing  up  of  results  has  yet  to  be  done. 

Progress  During  FY-82:  No  further  investigations  were  carried  out.  Modification 
described  in  14  October  1981  interim  report  to  take  place  over  10  weeks  was  not 


fl lu'-scs  op  Subjects  Studied:  none 
FY-82: _  Total  (to  oats): 


Before  Completion  of  Study: 


SeriousAIithxfscteo  Side  Effects  in  Subjects  Pa-tticipatuk;  m  Prcject(if  hone  so  state): 
none 

Conclusions; 


Publications  or  Abstracts.  FY-82: 

See  abstract  under  FY  81  which  is  unchanged. 
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UNIFORMED  SERVICES  UNIVERSITY 
OF  THE 

HEALTH  SCIENCES 

SCHOOL  OF  MEDICINE 
4301  JONES  BRIDGE  ROAD 
BETHESDA,  MARYLAND  20614 


o€d,ath,cs  15  October  1982 

TEACHING  HOSPITALS 
WALTER  REEO  ARMY  MEDICAL  CENTER 
NATIONAL  NAVAL  MEDICAL  CENTER 
MALCOLM  GROW  AIR  FORCE  MEDICAL  CENTER 
WILFORD  HALL  AIR  FORCE  MEDICAL  CENTER 


SUBJECT: 


THRU: 


Annual  Progress  Report,  FY-82,  Clinical  Investigational  Program, 
Work  Unit  #9089,  Etiology  of  Chronic  Lymphadenopathy  in  Children 
and  Adolescents. 


COL  Errol  Al^n,  MC.  USA  -  Professor  and  Chairman,  Department  of 
Pediatrics,  TJSUHS^I; 


v  -C.C. 

COL  George  Hansen,  USA  -  Chief  Pediatrics,  Walter  Reed  Army 
Medical  Center 


TO:  Timothy  Boehm,  M.D.  -  Chief,  Clinical  Investigation  Service, 

Walter  Reed  Army  Medical  Center 


1.  Reference:  Your  DF  dated  2  August  1982,  suspense  date  of  8  October  1982 
was  not  received  until  8  October  1982. 

2.  It  has  been  a  policy  for  the  past  12  years  to  calculate  my  data  in 
reference  to  the  above  report  at  the  end  of  the  calendar  year. 

3.  Because  a  large  amount  of  statistical  information  will  be  extracted 
from  over  200  patients  I  would  be  unable  to  give  you  a  complete  and 
detailed  report  until  I  have  computed  all  of  the  patient  data  through 
31  December  1982.  This  report  would  be  submitted  to  your  department 
NLT  the  2nd  week  in  January  1983.  Also  this  annual  report  is  sent  to 
the  Bureau  of  Biologies  (FDA)  for  the  annual  report  of  IND#  BB-TND-1267, 
PPD  Skin  Test  study,  and  IND#  BB-IND-1511  Cat  Scratch  Disease  Antigen 
study,  which  constitutes  a  large  part  of  the  #9089  Clinical  research 
study. 

A.  Please  call  me  at  295-3136  if  any  questions  arise. 

A.M.  Margilethtf  M.D. 

Professor  and  Vice  Chairman 

Department  of  Pediatrics,  USUHS 
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Date:  14  October  ’82  fcuRK  l!NIT  No. :  9089  STATUS:  INTERIM  x  FlNAl_ 

Starting  Bate:  i  January  1982  Date  of  Completion:  31  December  1982 


Key  Words  :  Lymphadenopathy,  skin  test,  PPD,  Cat  Scratch  Antigen 


Title  of  Project: 

Infectious  Etiology  of  Chronic  Lymphadenopathy  in  Children  &  Adolescents 


Principal  Investigator(s) : 


A.M.  Margileth,  M.D. 


Associate  Investigator  (s):  verallFJac^er’  Tk 

_ _  (3)  .Kenneth  Hunter.  ScD.  USUHS  (4)  Monroe  Vincent,  USUHS 


Facility:  WRA'C 


Dept/Svc: 


Pediatrics 


Accumulative  FHJCASE  Accumulative  Co,ytract  Accumulative  Supply 

Cost:  None _  Cost:  None _  Cost:  None _ 


FY-83:  f'EDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  of 

None  None  None  ANNUAL  PROGRESS  REPORT p  9  R  1930 


We  propose  to  continue  our  studies  to  determine  the  etiology  of  chronic  adenopathy 
in  children  and  adolescents. 


Technical  Approach:  Our  approach  will  be  to  identify  and  purify  the  active  component 
of  CSD  skin  test  material,  and  to  determine  the  sensitivity  and  specificity  as  a 
diagnostic  skin  test  antigen  or  as  an  agent  for  serologic  testing  of  patients  with 
adenopathy  due  to  CSD.  We  would  also  determine  the  sensitivity  and  specificity  of 
PPD  atypical.  PPD  Battey  and  standard  tuberculin  PPD-T  antigens  in  patients  with  (cont . ) 

PROGRESS  DIKING  FY-.8E  Results  6  January  1982  thru  29  September  1982.  "  “Selow 

Skin  tests  Cat  Scratch  Antigen  Tests  50  Patients  (Dual  B&T  Mantoux  Tested) 

PPD-T  Tests  258  Cat  Scratch  Disease  42 

PPD-Battey  Tests  253  Healthy  persons,  PPD-T  Positive  35 

561  Healthy  persons,  PPD-B  Positive  63 

M.  tuberculosis  disease  4 

77  -  Njntuberculosis  disease  12 

*  Number  of  subjects  to  be  Studied  before  Completion  of  Study:  fy  82  206  APPrx.  156 
Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project: 

None  in  past  21  years 

CONCLUSIONS:  Approximately  220  patients  will  be  skin  tested  by  31  December  1982.  See 
attached  abstract  paper  (submitted  for  publication)  of  data  from  1967  -  1980, 


Publications  or  Abstracts,  FY-S2j 

*  Total  (to  date)  206 _  Before  completion  of  study  160  patients  each  year 

acute  and  chronic  lymphadeonpathy  and  in  healthy  individuals.  Myco¬ 
bacterial  culture  results  still  pending  on  several  patients  should  be 
available  by  December  1982,  thus  allowing  correlation  of  the  PPD  anti¬ 
gens  with  the  specific  mycobacterial  isolate. 
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PUBLICATIONS  AND  PRESENTATIONS 


1.  Margileth,  AM:  Atypical  Mycobacterial  Infections  in  Children.  PEDIATRICS 

Rudolph,  A  (Ed),  17th  Edition,  New  York,  Appleton-Century-Crofts,  p-581, 

1982. 

2.  Margileth,  AM:  Cat  Scratch  Disease.  PEDIATRICS,  Rudolph,  A  (Ed),  17th 

edition.  New  York  Appleton-Century-Crofts,  p-636,  1982. 

3.  Margileth,  AM:  Cat  Scratch  Disease,  Cecil  Textbook  of  Medicine,  16th  ed., 

Wyngaarden,  JB,  and  Smith,  LH,  Jr.,  Philadelphia,  WR  Saunders  Co.,  1982. 

4.  Margileth,  AM:  Infections  with  Nontuberculous  (Atypical)  Mycobacteria. 

Chapter  47  in  Respiratory  Tract  Disorders  in  Children.  WB  Saunders  Co., 
Philadelphia,  PA.  March  1983. 

5.  Margileth,  AM:  Nontuberculous  (Atypical)  Mycobacterial  Infections:  I 

Specificity  of  PPD  Skin  Tests  in  Children  Compared  to  Mycobacterial 
Species.  Accepted  for  publication.  Abstract  14  Oct.  1982  enclosed. 

6.  Margileth,  AM,  Chandra,  R,  Altman,  RP:  Nontuberculous  (Atypical)  Mycobacterial 

Infections:  II  Clinical  Features,  Diagnostic  Studies,  Histopathology  and 
Management  in  Children  and  Adolescents.  In  preparation. 

7.  Margileth,  AM,  London,  W,  Sever,  J,  and  Curfman,  B:  Cat  Scratch  Disease, 

Failure  of  Material  from  humans  to  produce  disease  in  Mammals.  In 
preparation. 

8.  Cohen,  GJ,  Margileth,  AM:  Fungus  Cultures  in  the  Physicians  Office: 

Comparison  of  DTM  with  Sabouraud's  and  Mycosel  Medial.  Clinical  Proc 
CHNMC,  1982. 

9.  Margileth,  AM:  Nontuberculous  (atypical) Mycobacterial  Infections.  In 

Gellis,  SS  and  Kagan,  BM  (Eds.).  Current  Pediatric  Therapy,  11th 
edition,  Philadelphia,  PA,  W.B.  Saunders  Co.  1983. 

10.  Margileth,  AM:  ABSTRACT,  Atypical  Mycobacterial  Infections:  Correlation 

of  Atypical  and  Typical  PPD  Skin  Tests  with  Mycobacterial  Cultures. 

Pediatric  Res.  1979-.13: 392. 

11.  Presented  preliminary  findings  of  this  study  to:  Pediatric  Faculties  of  University 

of  Texas  Medical  School  and  Brooke  Army  Medical  Center,  San  Antonio,  Tx  on 
3  December,  1982. 


REVISED  17  January  1983 


A.M.  Margileth,  M.D. 
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SUBJECT:  Annual  Progress  Report,  FY-82,  Clinical  Investigational  Program, 
Work  Unit  #9089,  Etiology  of  Chronic  Lymphadenopathy  in  Children 
and  Adolescents. 

THRU:  COL.  Errol  R.  Alden,  M.D.,  MC,  USA  -  Professor  and  Chairman, 

Department  of  Pediatrics,  USUHS  w- 

COL.  George  Hansen,  M.D.,  MC,  USA  -  Chief,  Pediatrics, 

Walter  Reed  Army  Medical  Center 

TO:  Timothy  Boehm,  M.D.  -  Chief,  Clinical  Investigational  Service 

Walter  Reed  Army  Medical  Center 


REFERENCE:  Preliminary  report,  15  October  1982,  subject  as  above. 

The  results  of  our  studies  in  225  patients  during  1982  are  enclosed.  During 
1933  we  plan  to  continue  our  clinical  and  experimental  studies  at  USUHS,  WRAMC, 
and  NIH  (see  Dr.  John  Sever's  ltr,  Jan  1982).  During  1982  little  progress  was 
made  with  the  NIH  cat  scratch  research.  However,  we  were  able  to  concentrate 
cat  scratch  antigen  (CSAg)  and  show  a  linear  increased  reactivity  to  skin  tests 
with  the  concentrated  antigen  in  6  patients  (Appendix  B) .  We  will  now  attempt 
to  identify  the  active  component  of  CSAg. 

We  are  also  working  with  D.J.  Wear,  COL,  MC,  AUS,  Chief,  Geographic  Pathology 
at  AFIP,  and  T.L.  Hadfleld,  Chief,  Bacteriology  of  Microbiology  at  AFIP,  on 
the  possibility  of  isolating  and  Identifying  a  microorganism  in  biopsy  material 
of  lymph  nodes  obtained  from  patients  with  cat  scratch  disease. 

We  have  also  prepared  a  new  protocol  to  be  resubmitted  to  the  Grants  Management 
Division  at  USUHS  to  obtain  approval  to  perform  a  3  year  study  of  dual  Mantcmx 
(PPD-B  &  T)  skin  teats  on  freshman  medical  students  attending  airborne  school 
each  summer  at  Ft.  Benning,  GA.  (see  copy  of  letter  from  H.M.  Meyer,  Jr,  Director, 
F.D.A. ,  dated  11  June  1982) 

No  untoward  nor  unusual  reactions  have  occurred  in  any  patient  tested  to  date. 

Two  articles  have  been  accepted  for  publication  on  the  results  of  the  PPD  antigen 
studies. 

Your  suggestions  and  comments  would  be  welcomed. 

d  wi.  W 

A.  M.  Margileth,  M.D. 

Professor  and  Vice  Chairman 
Department  of  Pediatrics 
USUHS 


DATE: 17  Jan.  ’83 


UNIT  NO.:  9089 


STATUS 


STARTING  DATE:  1  Jan.  ’82  DATE  OF  COMPLETION:  31  Dec.  ’82 

KEY  WORDS:  Lymphadenopathy,  Skin  Tests:  PPD,  Cat  scratch  Antigen 
TITLE  OF  PROJECT: 

Infectious  Etiology  of  Chronic  Lymphadenopathy  in  Children  and  Adolescents 
PRINCIPAL  INVESTIGATOR (S):  A.M.  MARGILETH,  M.D. 

ASSOCIATE  INVESTIGATOR (S):  (1)  Gerald  Fischer,  M.D.,  USUHS  (2)  Richard  Summers,  M.D. 

WRAMC 

(3)  Kenneth  Hunter,  ScD,  USUHS  (4)  COL  Wear,  M.D. ,  AFIP 

FACILITY:  Walter  Reed  Army  Medical  Center  DEPT. /SVC:  Pediatrics 

ACCUMULATIVE  MEDCASE  ACCUMULATIVE  CONTRACT  ACCUMULATIVE  SUPPLY 

COST:  None _  COST :  None _  COST :  None _ 

FY-'83:  MEDCASE:  CONTRACT  COST:  SUPPLY  COST:  DATE  OF  COMMITTEE  APPROVAL 

NONE  NONE _  NONE _  OF  ANNUAL  PROGRESS  REPOffig  g  §  ^ 

STUDY  OBJECTIVE:  We  propose  to  continue  our  studies  to  determine  the  etiology  of 
chronic  adenopathy  in  children  and  adolescents.  We  are  now  working  with  COL  Wear, 
Geographic  Pathology  Section,  AFIP  on  isolation  and  identification  of  an  infectious 
agent  for  CSD. 

TECHNICAL  APPROACH:  Our  approach  will  be  to  identify  and  purify  the  active  component 
of  CSD  skin  test  material,  and  to  determine  the  sensitivity  and  specificity  as  a 
diagnostic  skin  test  antigen  or  as  an  agent  for  serologic  testing  of  patients  with 
adenopathy  due  to  CSD.  We  would  also  determine  the  sensitivity  and  specificity  of 
PPD  atypical,  PPD  Battey  and  a  standard  tuberculin  PPD-T  antigens  in  patients  with 
acute  and  chronic  lymphadenopathy  and  in  healthy  individuals.  We  plan  to  isolate 
the  infectious  agent  of  CSD  using  special  culture  media,  and  identify  the  agent  by 
specific  fluorescent  antibody  techniques  now  under  development  at  the  Geographic 
Pathology  Section  of  AFIP. 

PROGRESS  DURING  FY-'82:  1  Jan  through  31  Dec  *82 


Skin  Tests:  N»560 

Patients:  N-222 

Cat  scratch  disease:  58 

Cat  scratch  antigen  74 

Dual  B&T  tests 

PPD-T,  healthy  -  35 

PPD-T  -  235 

PPD-B,  healthy  -  70 

PPD- Battey  -  251 

M.  Tuberculosis  dis.  -  4 
Non-Tuberculous  dis.  -  16 
Controls:  other  dis., 

SEE  APPENDIX  A  FOR  DETAILS 

healthy  -  39 

♦NUMBER  OF  SUBJECTS  TO  BE  STUDIED  BEFORE  COMPLETION  OF  STUDY:  FY-'82  200  (approx) 

SERIOUS /UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT: 

None  in  past  21  years 

CONCLUSIONS:  We  anticipate  identification  of  the  etiologic  agent  of  CSD  in  1983. 
The  1981  and  1982  studies  correlating  PPD  antigens  with  the  mycobacterial  isolates 
have  shown  similar  results.  Noted  in  the  abstract  attached,  ref.  #5. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

See  attached  -  Publications  and  Presentations. 

• 


Ml  Ml  I  II*~ 


ABSTRACT 


Of  1288  patients  tested  with  tuberculin  PPD-T  and  nontuberculous 
mycobacterial  (NTM)  PPD  antigens  during  a  13  year  prospective  study, 

552,  705,  were  PPD  nonreactors.  The  remainder,  583  (452),  had  findings 
to  suggest  tuberculous  infection  or  were  asymptomatic  tuberculin  (PPD 
and/or  0T)test  reactors.  On  the  initial  battery  of  PPD  tests  553  patients 
had  positive  reactions;  513  (942)  could  be  classified  as  a  human  tuber¬ 
culous  reactor  (HTR)  or  a  nontuberculous  reactor  (NTR).  Of  the  553 
patients  363  were  asymptomatic  and  190  had  clinical  disease.  Fifty-nine 
patients  had  Mycobacterium  tuberculosis  (MTB)  disease;  131  had  NTM  disease. 

Mycobacterial  isolates  recovered  in  71  (472)  of  150  patients  cultured 
were  compared  to  the  initial  and  repeat  PPD-T  and  NTM-PPD  test  results. 
There  was  1002  correlation  between  PPD-T  and  22  MTB  isolates,  and  862 
with  the  homologous  NTM-PPD  reaction  and  the  species  of  49  NTM  isolates. 

A  PPD-T  reaction  of  5  to  <15  mm  suggested  either  an  MTB  or  NTM 
infection  while  a  PPD-T  M5  mm  was  strongly  associated  with  MTB  infection. 
Dual  (PPD-T  &  PPD-Battey)  Mantoux  testing  in  tuberculin  positive  children 
and  adolescents  can  descriminate  (882  of  26  MAIC  culture  positive  subjects) 
between  MTB  or  NTM  infections  and  should  be  a  valuable  guide  in  their 
management. 


14  October  1982 


A.M.  Margileth,  M.D. 
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SKIN  TEST  PPD/CAT  SCRATCH  STUDY  ANNUAL  REPORT  -  1982 


Lymphadenitis  or  adenopathy 

15  years 
(1967-31DEC82) 

1980 

1981 

1982 

Cat  Scratch  Disease 

706 

46 

59 

58 

Mycobacterium  (atypical)  nontuberculous 

131 

13 

9 

10 

Mycobacterium  hominis 

22 

0 

2 

1 

TOTAL 

859 

61 

70 

69 

Positive  PPD  skin  test  results 
PPD-T  (5TU) 


Healthy  reactors  (chest  x-ray  normal) 

203 

38 

39 

35 

Lymphadenitis 

22 

0 

2 

1 

BCG  itls 

2 

1 

(2)* 

1 

Pulmonary  disease 

39 

0 

0 

1 

TOTAL 

266 

39 

41 

38 

Nontuberculous  (Atypical)  PPD  (5TU) 

Healthy  Reactors  (chest  x-ray  normal) 

345 

42 

43 

70 

Lymphadenitis 

131 

13 

9 

10 

Skin  granuloma/splenitis 

7 

1 

0 

2 

Pulmonary  disease 

16 

1 

1 

3 

TOTAL 

499 

57 

53 

8. 

GRAND  TOTAL 

765 

99 

95 

122 

Negative  PPD  Tests 

Cat  Scratch  Disease 

598 

33 

50 

32 

Adenitis  or  adenopathy:  bacteria, 
viral,  fungal 

59 

0 

1 

1 

Other  etiology  diagnoses 

66 

5 

2 

6 

Controls  (no  or  minor  disease) 

67 

0 

5 

32 

TOTAL 

790 

38 

58 

71 

*  BY  P.H. 

A.  M.  MARGILETH,  M.D. 

REVISED: 

17  Jan. 

1983 

Rm.  C-1066,  (202)295-3136 
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SUBJECT:  Annual  Progress  Report,  FY-81,  Clinical  Investigational  Program, 
Work  Unit  #9089,  Etiology  of  Chronic  Lymphadenopathy  in  Children 
and  Adolescents. 


THRU:  COL.  Errol  R.  Alden,  M.D.,  MC,  USA  -  Professor  and  Chairman,  ^ . 

Department  of  Pediatrics,  USUHS  ' 

COL.  George  Hansen,  M.D.,  MC,  USA  -  Chief, 

Walter  Reed  Army  Medical  Center 

TO:  Timothy  Boehm,  M.D.  -  Chief,  Clinical  Investigational  Service 

Walter  Reed  Army  Medical  Center 


REFERENCE:  Preliminary  report,  16  October  1981,  subject  as  above. 

The  results  of  our  studies  in  153  patients  during  1981  are  enclosed.  During 
1982  we  plan  to  continue  our  clinical  and  experimental  studies  at  USUHS,  WRAMC, 
and  NIH  (see  Dr.  John  Sever's  ltr,  Jan  1982). 


No  untoward  nor  unusual  reactions  have  occurred  in  any  patient  tested  to  date. 
Two  articles  have  been  prepared  and  submitted  for  publication  of  the  results 
of  PPD  antigen  studies.  One  has  been  accepted  for  publication. 


Your  suggestions  and  comments  would  be  welcomed. 


6  Inc Is 


Detail  Sheet (WRAMC  CIS  Form) 
Abstract:  NTM  Infections 
Publications/Presentations 
Appendix  A 
Appendix  B 

John  L.  Sever,  (ltr),  M.D.,  Ph.D 


0  ft!  Wuc 

A.  M.  MARGILETO,  M.D. 
Professor  and  Vice  Chairman 
Department  of  Pediatrics 


CC: 

1.  Research  Protocol 

2.  Assoc  Investigators  x  4 

3.  IND  #s  1511  and  1267  office  files 

4.  Gerald  Fischer,  M.D.,  Director,  Pediatric  Research 


TELEPHONE:  (202)  295-3136 


622 


^TE:  15  Jan  82 

Work  Unit  No. :  9089 

Status:  Interim  Final  x 

Starting  Date:  ,  Januatv  198l 

Date  of  Completion:  „  .  1QQ1 

31  December  1981 

KEY  VtORDS.  Lymphadenopathy,  skin  test. 

PPD,  Cat  Scratch  Antiaen 

Title  of  Project: 


Infectious  Etiology  of  Chronic  lymphadenopathy  in  Children  &  Adolescents 


Principal  Investigator(s): 


Associate  Investigatqr(s): 


A.  M.  Hargileth,  M.D. _ 

(1)  Gerald  Fischer, M.D.-USUHS  (2)  Richard  Sumners,  M.D.WRAMC 
(3)  Kenneth  Hunter,  ScD-USUHS  (4)  Monroe  Vincent,  USUHS 


Facility:  WRAMC 


Dept/Svc: 


Pediatrics 


Accumulative  fEDCASE 
Cost:  None 

Accumulative  Contract  Accumulative  Supply 

Cost:  None  Cost:  None 

FY-81:  F’EDCASE:  form 

act  Cost:  Supply  Cost: 

Date  of  Cowittee  Approval  of 
Annual  Progress  Report^8  2  5  1983 

$-py,ik/EciiyE: 

and  adolescents  t 


am 
scratch 


To  determine  the  etiology  of  chronic  (>_  3  vks)  adenopathy  in  children 
hy  skin  tests  with  PPD-T  and  atypical  (NTM)  PPD  antigens  and  cat 
(CS)  antigens. 


TECHNICAL  APPROACH*  We  attempt  to  identify  and  ourify  the  active  comoonent 
drTg^Sftgen,  and  determine  its  sensitivity  and  specificity  as  a  diagnostic  skin 
test  antigen.  We  will  also  determine  the  sensitivity  and  specificity  of  PPD-T  and 
NTM  antigens.  Results  are  enclosed  correlating  these  PPD  skin  test  reactions  with 
specific  mycobacterial  Isolates. 


Progress  during  FY-ifo 


Diagnoses  made  in  133  patients  were: 


Cat  Scratch  disease 

58 

PPD-T  reactors 

42 

Healthy 

38 

lymphadenitis 

BCG- it  is  Ja 
pulmonary  disease 

Number  of  subjects  to  be  Studied  before  Completion  of  Study: 


*  See  bottom  of  pg,cont. 


150-160  year 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project: 

None  in  past  20  years  in  over  900  children,  adolescents  and  adults. 

CoNCUiSiais;  Approximately  150-160  patients  will  be  skin  tested  by  31  Dec  1981. 
See  attached  abstract  paper  to  be  submitted  for  publication  of  data  from  1967- 
1980. 


Publications  or  Abstracts,  FY-81:  Please  see  attached. 


PPD-(NTM)  reactors  ,  53,  healthy  43,  lymphadenitis  9,  pulmonary 
disease  1. 

Negative  Test:  Cat  scratch  skin  test  5,  other  diagnoses,  PPD  B&T 
tests  48,  Appendix  A. 


623 


i 


Dat 


Start  i:.j  Date: 


Status:  Interim  x  Fi ::x. 


Date  of  Collet  ic;i:  ; 


KgY  t«0RDS:  Immune  Serum  Globulin.  Neonates 
Title  cf  Project: 

Modified  Immune  Serum  Globulin  in  Neonates 


Principal  IhvestigatorCs):  Gerald  W.  Fischer 


Associate  InvestigatorCs):  Leonard  E.  Weisman 


Facility:  ViRA'C 


Dept/Svc :  Newborn  Medicine  Service 


Accumulative  nEOCASE  Cost: 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 

0 


FY-85  i-ZCCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Cckmittee  Approval  Op 
f .‘inual  Procress  Report 

_ _ FEB  3  5  1983 


SruoY  Objective: 


Evaluate  kinetics  and  safety  of  MISG  in  neonates 


technical  Approach: 


Infusion  of  MISG  into  neonates 

Progress  During  FY-82:  Two  patients  have  been  enrolled  at  WRAMC.  The  patients 
tolerated  the  infusion  well  and  no  problems  were  noted.  During  the  last 
year  tamc  and  mamc  have  also  contributed  12  patients  to  the  project  safely. 
Hunk*  of  Subjects  Studied: 

FY-82:  ^atSlBME  Total  (to  date):  Before  Completion  of  Stuby:30 

Serious/Unsxpecteo  Side  Effects  im  Subjects  Participating  in  ProjectCif  none  so  state): 

No  serious  or  unexpected  side  effects  noted. 

Conclusions: 

The  study  will  continue  until  completion  sometime  during  the  next  fiscal  year 
Preliminary  data  is  currently  being  tabulated  and  evaluated.  Plans  are  being 
made  for  a  multicenter  efficacy  trial  once  the  pharmacokinetics  trial  are 
completed  and  results  evaluated. 


Publications  or  Abstracts.  FY-82; 
None 
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Date:  9/20/82  fay  Own  fio.:  9092 


Status:  Ihtekjn _ x  Ft.-at 


_STARTKj;  IUt€:  12/24/8. 1_ 


Date  ce  CoytETiaT:  p/ra/br 


_fe_r  WpiOS:  Heparin 


Title  CF  Project:  Pharmacokinetic  Modeling  of  Heparin  Therapy 


_PR1>:CI?AL  iHyeSTfGATCaCs): _ Jeffrey  T..  Berenherg,  MD,  LTC,  MC _ 

AsscctATg  iMVSSTrCATCK(s) :  Barbara  Alving.  MD.  MAJ.  MC,  Carl  Peck,  MD,  COL,  MC 


Facility:  WRA'TC 


Accw-wlativs  f'EOCASE  Cost: 


Dept/Svc:  Medicine 


AccusiLATivs  term  act  Cost: 
None 


FY-83  rfCCASS:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 
None 


Date  of  Cc-'aiittee  Approval  Of 

km*.  Process  bmr  a  5  1983 


Study  03JECUVE:  Development  of  acceptable  and  clinically  useful  mathematical 
model  of  heparin  pharmacokinetics /pharmacodynamics 

TECHNICAL  Approach:  Collection  of  coagulation  tests  in  particular  heparin  levels . 
Computer  fitting  of  heparin  levels  to  metabolite  inhibition  and  phagocytosis 
models  on  PROPHET  computer.  The  study  patients  have  venous  thrombosis,  pulmonary 
Prcoress  Rjrihg  FY-82:  After  an  initial  period  of  difficulty  in  accrual,  seven  patients 
were  entered  into  study  since  late  June  1982.  Coagulation  tests  are  being  performed 
at  this  time.  No  computer  analysis  has  been  done  to  date. 
f'UHsea  of  $u3j£crs  Studied:  ~~~  — 

FY-82:  7  Total  (to  date):  7 


Before  Ccmple t i on  of  Study:  20-30 


ScP. 1 0U a/UiTEX? 5CTE0  SlOs  EFFECTS  HI  Su3JEC7S  PARTICIPATES  jri  PROJECTOR  SO  STATE): 

None 

Cq.':cl'J3 f QMS :  Too  early  to  make  a  statement. 


PUSLICATIOMS  OR  ABSTRACTS.  FY*82: 


Technical  Approach  continued:  embolus  or  arterial  thrombosis.  The  latter  category 
was  approved  in  an  addendum  (29  June  1982). 
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DATE:  9  Oct  1932 


WORK  UNIT  NO.:  9100 


STATUS:  INTERIM 


FINAL  X 


STARTING  DATE:  30  Ssptember  1980 


DATE  OF  COMPLETION:  January  1932 


KEY  WORDS:  Drug  Interactions,  Physician  Education,  Pharmacology 


TITLE  OF  PROJECT: 

Evaluation  of*  Cofoou  tov*  Assisted  DruQ-DruQ  Int3?**%c  tioo  **!o!*^ 


PRINCIPAL  INVESTIGATOR(S) :  Carl  C.  Peck,  COL,  MC 


ASSOCIATE  INVESTIGATOR(S) : 
FACILITY:  WRAMC/USUHS 


Brian  Schuster,  LTC,  MC,  Lawrence  Fleckenstein,  Pharm.D., 

James  Wilson,  Pharm.D. _ _ 

~  PT/,vr .  Clinical  Pharmacology 

'  ’  Department  of  Clinical  Investigation 


ACCUMULATIVE  MEDCASE  ACCUMULATIVE  CONTRACT  ACCUMULATIVE  SUPPLY 

COST:  0 _  COST:  $2500 _  COST: _ 0 


FY-82:  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 
0  $2500  0 


DATE  OF  COMMITTEE  APPROVAL  OF 
ANNUAL  PROGRESS  REPORTEEB  2  5  1993 


STUDY  OBJECTIVE:  Select  high  risk  patients  (receiving  10  drugs  simultaneously)  at 
WRAMC  will  be  screened  for  potential  drug  interactions  utilizing  the  MEDIPHOR 
computerized  drug  monitoring  program  developed  at  Stanford  University.  Information 
obtained  will  be  provided  primary  physicians  to  assist  them  in  their  patient  care  and 
to  educate  them  in  the  potential  problems  of  multiple  drug  regimens. 


TECHNICAL  APPROACH:  To  evaluate  the  impact  of  a  computer-based  drug-drug  interaction 
surveillance  program  on  adverse  drug  interactions.  We  intend  to  evaluate  the  computer 
program  MEDIPHOR  for  its  clinical  utility  in  detecting  drug  interactions  and  reducing 
the  frequency  of  adverse  drug  reactions,  and  its  impact  on  physicians  prescribing  of 
multiple  drug  regimens. 


PROGRESS  DURING  FY-82:  The  study  was  completed  and  the  results  analyzed. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  14  TOTAL  (TO  DATE):  44  BEFORE  COMPLETION  OF  STUDY:  44 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF  NONE  SO  STATE) : 
None 


CONCLUSIONS:  A  total  of  44  patients  were. studied.  The  study  population  had  a  mean 
age  of  57.4  years,  was  31.8%  male,  with  13  patients  judged  to  have  serious  illness 
and  31  with  moderate  illness.  The  mean  number  of  drugs  at  entry  was  12.8  (range  10-17) 
A  total  of  77  potential  drug-drug  interactions  (PDDI's)  were  detected  by  MEDIPHOR  with 
a  mean  of  1.8  PDDI 's/patient  (range  0-5),  and  42%  of  PDDI’s  were  potentially  life 
threatening  or  permanently  damaging.  Using  strict  criteria  (JAMA  234:1236,  1975),  only 
one  probable  and  4  possible  adverse  reactions  were  detected.  We  conclude  that  despite 
the  high  number  of  PDDI's  detected  in  these  potentially  high  risk  patients,  the 
detectable  incidence  of  adverse  reactions  was  low. 


PUBLICATIONS  OR  ABSTRACTS,  FY-C2: 

1.  Schuster,  et  al . ,  National  Meeting,  AFCR,  February  1982. 

2.  Fleckenstein,  et  al..  National  Meeting,  AFCR,  February  1982. 
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Date:  9  oct  si 

Work  Unit  No.:  9101 

Status:  Interim  x  Final 

Starting  uate:  April 

1981 

Date  of  Completion: 

Key  VfcRos: 


WR  1490 24,  Shock 


Title  of  Project:  pilot  study  of  wr  149024  in  shock  patients  (ind  no  13518). 


Principal  Investigator (s): 


Craig  J.  Canfield,  COL  MC 


Associate  Investigator (s):  Schuster,  b.g.;  Dimond,  r.c.;  and  Teiiis,  c. 


Facility:  VIRPMC  /wrair 


DEPT/SVC:  Exp  Therapeutics,  Pharmacology,  Medicine 


ACCUMULATIVE  MEDCASE 
Cost:  -0- _ 


Accumulative  Contract 
Cost:,  -q- _ 


Accumulative  Supply 
Cost:  -0- 


FY-8 


f'HICASE: 

-0- 


Contract  Cost: 

-0- 


Supply  Cost: 

-0- 


Date  of  Committee  Approval  of 
Annual  Progress  ReportFEB  2  5  1983 


T  ~  FT  Determine  whether  WR  149024  produces  improvement  in  CO  measured 

oTUDY  USJECTIVt:  by  thermodilution;  2)  Determine  whether  WR  149024  improves  perfusion 
of  vital  organs  as  evidenced  by  clinical  signs;  3)  Determine  whether  WR  149024  can  in¬ 
crease  urine  output  in  anuric  oroligvtic  patients;  4)  Determine  the  dose  range  at.  which 
hemodynamic  improvement  occurs;  5)Determme  nature  of  any  side  effects;  6)  Provisional 
opinions  as  to  wnetner,  on  the  basis  ot  "clinical  signs,  the  drug  WR  14au24  may  be  effec- 
lECHNICAt-  APPROACH :  tive  in  shock  and  deserving  of  further  study. 

WR  149024  will  be  given  in  a  rising  dose  regimen  with  continuous  monitoring  of 
various  hemodynamic  and  clinical  parameters  of  shock.  Patients  used  in  this  study  are 
those  ir.  whom  all  other  modalities  of  therapy  have  been  ineffective. 


Progress  during  FY-82: 


No  patients  h3ve  been  entered  on  this  study  yet. 


Number  of  subjects  to  be  Studied  before  Completion  of  Study:  2o 
Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project:  None 


Paicmsi£N3.: 


Publications  or  Abstracts,  FY-82:  None 

Funding  requested,  FY-83:  $500.00  travel. 


Work  Unit  Number:  9102 

THE  REACTOGENICITY  OF  C6/36  CELL  CULTURE  MEDIUM;  A  POTENTIAL  VACCINE  SUBSTRATE 


PRINCIPAL  INVESTIGATOR:  ROBERT  MCNAIR  SCOTT  M.D.  ,  COL,  MC 
DEPARTMENT  OF  VIRUS  DISEASES 
WRAIR 


Type  of  Report:  Final 


Conclusion:  Severe  allergic  reactions  to  the  inoculation  of  C6/36  cell 
products  were  not  expected  to  occur  as  a  review  of  the  available  literature  on 
mosquito  sensitization  Identified  no  reports  of  anaphylactic  or  other 
reactions.  However,  as  shown  in  the  above  report,  humans  are  clearly 
sensitized  to  products  contained  in  the  supernatant  of  actively  growing  C6/36 
cells  and  both  immediate  and  delayed  allergic  reactions  do  occur.  These 
reactions  exemplify  at  least  type  I  (immediate)  and  possibly  type  III  (Arthus) 
and  typo  IV  (delayed  or  cell  mediated)  allergic  responses.  The  PK  tests 
showed  that  the  immediate  reactions  were  due  to  a  heat  labile  transferable 
reaginlc  or  homocytotropic  antibody.  As  all  of  the  subjects  who  were  examined 
using  the  PK  test  had  reaginic  activity,  this  suggests  that  sensitization  of 
humans  to  these  antigens  must  be  wide  spread  if  not  universal.  Possible 
sources  of  sensitization  are  mosquito  bites  or  the  inhalation  of  antigens 
resulting  from  dead  mosquitos.  As  the  majority  of  the  subjects  have  not  lived 
in  areas  where  Aedes  albopictus  may  be  found,  and  therefore  had  no  opportunity 
to  be  exposed  to  Aedes  albopictus  antigens,  the  sensitization  must  be  related 
to  exposure  to  antigens  perhaps  resulting  from  other  Aedes  species  or  even 
antigens  common  to  a  wider  range  of  Insects.  These  questions  require  further 
investigation. 
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ri>ponse  was  from  one  of  the  subjects  who  showed  an  Immediate  reaction. 
Heating  the  sera  at  56°  for  4  hours  destroyed  the  transferable  homocytotropic 
antibody  in  all  cases;  there  were  no  reactions  noted  upon  inoculation  of  the 
heated  sera. 

Subcutaneous  Challange:  Subcutaneous  inoculation  of  the  C6/36  sham  vaccine 
and  the  placebo  was  carried  out  in  a  double-blind  fashion  in  one  informed 
volunteer  who  had  experienced  an  immediate  reaction  to  the  intradermal 
inoculation  of  the  C6/36  vaccine.  The  volunteer  was  admitted  to  the  medical 
intensive  care  unit  for  close  observation.  The  inocula  were  administered  in 
graduated  doses  at  twenty  minute  Intervals.  The  first  dose  of  0.05  ml 
resulted  in  slight  itching  at  the  site  of  the  C6/36  sham  vaccine  Injection. 
Injection  of  0.1ml  of  the  C6/36  sham  vaccine  led  to  the  appearance  of 
urticaria  on  the  ipsilateral  elbow  followed  by  the  development  of  urticaria  on 
the  cheeks,  periorbital  edema  and  itching  of  the  hard  palate.  No  other 
systemic  reactions,  such  as  bronchospasm,  alterations  in  vital  signs  or 
hypotention,  were  noted.  The  reaction  was  terminated  by  the  intravenous 
inoculation  of  25mg  of  diphenhydramine  hydrochloride  (Benadryl). 

Conclusion:  Severe  allergic  reactions  to  the  inoculation  of  C6/36  cell 
products  were  not  expected  to  occur  as  a  review  of  the  available  literature  on 
mosquito  sensitization  identified  no  reports  of  anaphylactic  or  other 
reactions.  However,  as  shown  in  the  above  report,  humans  are  clearly 
sensitized  to  products  contained  in  the  supernatant  of  actively  growing  C6/36 
cells  and  both  immediate  and  delayed  allergic  reactions  do  occur.  These 
reactions  exemplify  at  least  type  I  (Immediate)  and  possibly  type  III  (Arthus) 
and  type  IV  (delayed  or  cell  mediated)  allergic  responses.  The  PK  tests 
showed  that  the  immediate  reactions  were  due  to  a  heat  labile  transferable 
reaglnic  or  homocytotropic  antibody.  As  all  of  the  subjects  who  were  examined 
using  the  PK  test  had  reaglnic  activity,  this  suggests  that  sensitization  of 
humans  to  these  antigens  must  be  wide  spread  if  not  universal.  Possible 
sources  of  sensitization  are  mosquito  bites  or  the  inhalation  of  antigens 
resulting  from  dead  mosquitos.  As  the  majority  of  the  subjects  have  not  lived 
in  areas  where  Aedes  alboplctus  may  be  found,  and  therefore  had  no  opportunity 
to  be  exposed  to  Aedes  alboplctus  antigens,  the  sensitization  must  be  related 
to  exposure  to  antigens  perhaps  resulting  from  other  Aedes  species  or  even 
antigens  common  to  a  wider  range  of  insects.  These  questions  require  further 
investigation. 
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The  delayed  hypersensitivity,  indicated  by  the  development  of  induration 
and  erythema  within  the  first  twenty-four  hours,  is  unexplained.  It  occurs  a 
little  too  early  to  be  a  classical  type  IV  response.  The  timing  of  the 
development  of  the  reaction  suggests  an  Arthus  reaction,  particularly  as  the 
delayed  reaction  occured  only  in  subjects  who  received  the  subcutanous 
injection  of  the  C6/36  sham  vaccine.  The  biopsy  of  one  of  the  delayed 
reactions  showed  nonspecific  round  cell  infiltration,  compatible  with  either 
of  these  mechanisms.  This  study  did  not  illucidate  the  etiology  of  these 
reactions  and  further  investigation  is  indicated. 

The  heat  labile  transferable  reaginic  antibody  is  IgE.  There  was  a 
remote  possibility  that  IgG  type  4  might  be  responsible,  but,  IgG  antibodies 
are  not  heat  labile.  That  there  could  be  sufficient  IgE  antibody  directed 
against  components  of  the  C6/36  cells  in  subjects  to  cause  an  anaphylactic 
response  was  unequiviocally  shown  by  the  reaction  occurring  in  the  subject  who 
underwent  a  subcutaneous  challenge  with  the  C6/36  sham  vaccine. 

Therefore,  the  use  of  the  C6/36  cell  line  as  a  vaccine  substrate  is 
contraindicated,  at  least  in  its  present  form,  because  of  the  potential  for 
widespread  reactions  in  human  subjects.  Techniques  for  the  identification  and 
removal  of  the  proteins  responsible  for  the  allergic  reactions  are  presently 
being  explored. 

Acknowledgements ;  Drs.  Artie  L.  Shelton  and  Richard  J.  Summers 
participated  in  this  Investigation. 
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Table  1 


Reactions  to  Intradermal  Skin  Tests  with  C6/36  Sham  Vaccine* 


Subject 

Immediate 

Delayed  (12  hrs.) 

Wheal 

Flare 

Grade 

Wheal 

Flare 

BLB 

4  ** 

Neg 

+ 

4** 

6** 

ddb*** 

11 

35 

4-H- 

Neg 

Neg 

EAH**** 

5 

9 

++ 

10 

11 

KJDJ 

Neg 

Neg 

0 

li 

13 

MKG 

Neg 

Neg 

0 

Neg 

10 

MJB 

8 

8 

++ 

8 

8 

MHS*** 

10 

50 

++++ 

Neg 

Neg 

NLG 

Neg 

Neg 

0 

Neg 

Neg 

RJS 

Neg 

Neg 

0 

Neg 

Neg 

RMS 

Neg 

Neg 

0 

5 

8 

WEB 

5 

15 

++ 

Neg 

13 

WHB*** 

9 

50 

+++ 

Neg 

Neg 

*  0.1  ml  Inoculated  intrade  finally 
**  Millimeters 

***  Positive  immediate  reaction,  did  not  receive  sham  vaccine  subcutaneously. 
****  Delayed  reaction  biopsied. 


Table  2 


Reactions  to  the  Prausnitz-Kdnster*  Test 


Subject 

Unheated 

Heated 

Wheal 

Flare 

Grade 

Wheal 

Flare 

DDB 

8* 

Neg 

-H- 

Neg 

Neg 

EAH 

11 

Neg 

+++ 

Neg 

Neg 

KDJ 

9 

Neg 

+-H- 

Neg 

Neg 

MJB 

7 

Neg 

++ 

Neg 

Neg 

MHS 

14 

50 

-H-H- 

Neg 

Neg 

WEB 

8 

Neg 

++ 

Neg 

Neg 

WHB 

9 

Neg 

+++ 

Neg 

Jiss _ 

*  The  Prausoltz-Kfinster  test  was  performed  using  the  back  of  RJS. 

**  Millimeters 
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Date:  6  Oct  82  Work  Uni,  .o.:  9?oo 
Starting  Date:  s  oec  so _ 


_ Stai  kjS  l  Interim  x  Final 

Date  of  Completion:  i  Oct  84 


Key  WORDS:  Head  Injury,  Epilepsy,  Post  Traumatic  Sequelae 

Title  of  Project: 

Vietnam  Head  Injury  Study 


Principal  Investigator(s):  ltc  J-  *>.  niLLCN,  mc 

Associate  Imvestigator(s):  col  a.  salazar,  mc 


Facility.: 


Dept/SvC:  Clinical  Investigation 


Accumulative  MEDCASE  Cost: 


Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


FY-83  MEDCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report 


Study  Objective: 

To  examine  selected  veterans  who  received  head  injuries  in  Vietnam 

TECHNICAL  Approach:  Each  subject  receives  a  neurological  exam,  CT  Scan,  Speech  Pathology 
exam.  Motor  exam.  Auditory  exam,  and  El ectrophysiology  battery.  In  addition,  an  American 
Red  Cross  case  worker  has  interviewed  each  subject  and  family  to  complete  a  field  study. 

Progress  During  FY-82:  " 

428  protocols  completed  by  ARC  Field  Study 
35  Reinterview  cases  completed 


Number  of  Subjects  Studied: 

FY-82:  245  Total  (to  date):  278 


Before  Completion  of  Study:  950 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 
none 

Conclusions: 


Publications  or  Abstracts,  FY-82: 

-Anatomical  and  Functional  Sequelae  of  Head  Injuries  Incurred  in  Vietnam. 

-Hemispheric  Representation  of  Simple  Distal  Motor  Processes 

--Text  Processing  in  Brain  Lesioned  Patients _ 

-A4N  Scientific  Program  Abstract  Form 

-The  Brain  Bases  for  Language  Functioning:  New  Insights  From  Penetrating  Head  Injuries 
-Persistent  Speech  Oysprosody  Following  Penetrating  Head  Injuries 
-Staggered  Spondaic  Word  Test 

-Oichotic  Digit  and  CV  Results  for  Individuals  with  Head  Injuries 
( CONTINUED  ON  REVERSE)  631  A 
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Status:  Interim  x  Final 


Date:  4  Oct  82  Work  Unit  No.:  _ 


Starting  Date:  25  Aug  1981 _ Date  of  Completion: 


Key  WORDS:  Head  Injury,  Heterotopic  Ossification _ 


Title  OF  Project:  Incidence,  Location  and  Functional  Significance  of  Clinically 

Significant  Heterotcpic  Ossification  in  Head  Injury  Adults 


Principal  InvESTIGATOr(s):  MAJ  Michael  A.  Smutok,  AMSC;  MAJ  Jane  Sweeney.  AMSC 


Associate  InVESTIGATOr(s):  CCL  M.  Levine,  MC;  COL  V.  Metcalf,  AMSC 


Facility:  WRAMC  Dept/SvC:  Clinical  Investigation/VHIS 


Accumulative  MEDCASE  Cost: 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 


FY-83  MEDCASE:  Contract  Cost:  Supply  Cost: 
0  0  0 


Date  of  Committee  Approval  Of 
Annual  Progress  Report „  r 


STUDY  Objective:  To  ascertain  the  incidence  location  and  significance  of  non-trauma  tic 

heterotopic  ossification  in  subjects  who  received  head  injury  in  Vietnam. 


Technical  Approach:  Shoulder,  elbow,  hip  &  knee  joints  of  each  subject  are  surveyed  for 
loss"of"moT'idn  "pain'  &  presence  of  palpable  mass  about  the  joint.  Joints  with  loss  of  motion 
or  pain  or  palpable  mass  with  no  past  history  of  trauma  are  X-rayed  to  rule  out  heterotopic 
nccif-iratinn _ flnl v . <mhjpr ±s  with  neurol nai c  dvsf unction  will  be  radiographed.  Incidence, 


PROGRESS  During  FY-82:  location  and  significance  will  be  determined  upon  completion  of  VHT; 


Subjects  surveyed.  , 

J4  Subjects  met  clinical  criteria  for  x-ray  in  one  or  more  joints 
30  Subjects jvere  r»dio<iraDhedy  H 


Number  of  Subjects  Studied:  H  shoulder,  4  elbows,  2  hips) 

FY-82:  245  Total  (to  date):  278 _  Before  Completion  of  Study:  950 

_ _ _ .  _ _ _ _ _ _  Annrnx 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 


Conclusions:  study  not  completed 


Publications  or  Abstracts,  FY-82: 

NONE 


Date:  24/9/82 
Stash m;  Date : 


'.'ay  Cn:  r  !!o . : _ 9202 

July.  1982 


Status: _ (jiTtrjjy _ x  Fiual 


Date  c f  Cq^utic:i: _ July.  1985 


Key  Itosos:  Interferon,  Poly  ICLC,  Guillain-Barre,  Oysimmune  polyneuropathy 
Title  cf  Project: 

Poly-ICLC  in  the  treatement  of  Chronic  Guillain-Barre  Syndrome 


Principal  Ifi'/i-STicATcs^s?:  Andres  M.  Salazar,  MD 


Associate  IfivesTfGATosCs):  Albert  Cuetter,  MD 


Facility:  liRA'-'C 

Dept/S’/C:  NEUROLOGY 

Accuhulat ivs  rEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  MECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  «.n  o  c 

L  . . 

TCP  *  <* 

STUDY  OBJECTIVE: 

To  determine  the  therapeutic  usefulness  of  Poly-ICLC  in  Chronic  Guillain-Barre 

T£ch.  i;gu-  Approach: 

I.V.  administration  of  Poly-ICLC  weekly  for  two  or  more  months. 

Prqc.s--.5s  During  FY-82:  One  patient  has  been  treated  to  date  with  a  slow  but 
measurable  improvement  in  leg  strength. 

fiUM3sa  of  Subjects  Studied:  ~ ~ 

FY-82:  1  Total  (to  cate):  1  Before  Completion  of  Study:  10 

SeriOus/U.isx^ected  Side  Effects  in  Subjects  Participating  in  Project(if  io.\e  so  state): 

NONE 

CoNQ-ustOfis:  Poly-ICLC  appears  to  be  beneficial  in  the  one  patient  currently 
under  treatment,  but  no  final  conclusions  Can  be  reached. 


Publications  or  Abstracts .  FY-82: 

NONE 
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Date:  15  N0V  toy  fag  f to.:  9251-82 


Status:  Interi*!  X _ Fira:. 


Start  j.\8  Date:  1  0CT  1982 


Date  of  Completion: 


Key  toos: 


Cholesterol,  Apol ipoprocein ,  HighPerformance  liquid  chromatography 


TlTLE  Cr  Project:  Quantitation  of  apoliprotein  and  total  cholesterol  in  human 
plasma  lipoprotein  by  HPLC. 


PRINCIPAL  [!WFST(GATQr(s):  CPT  Patricia  Young,  PhD,  MSC  LTC  Timothy  M*  Boehm,  MC 

Associate  Investigators): _ 


Facility: 


DePT/Svc:  Clinical  Investigation 


Accumulative  fiEQCASE  Cost: 
58,000 


Accumulative  Cc:iTRAcr  Cost: 

0 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 
_45i000  NONE  5,000 


Accumulative  Supply  Cost: 
3,500 


Date  of  Committee  Approval  0? 


SruOY  Q3JECTIVE:  To  quantitate  component  parts  of  human  lipoproteins  and  to 
correlate  these  with  various  disease  states. 


TECHNICAL  Approach :  Classical  lipoprotein  preparation  by  ultracentrifugation 
goll^jgd  by  solvent  extraction  to  prepare  lipids  and  proteins  for  separation 

Progress  Pup. iris  FY-82:  We  have  developed  a  protein  separation  system  on  hhll  and 
have  resolved  apdrtipoprotafnS:  .from  JtDL.  We  have  also  developed  a  lipid 
quantitation  protocol  to  determine  cholesterol,  cholesterylester  and 
f!u<3ER  of  Subjects  Studied:  triglyceride  by  HPLC.  *  ' 

FY-82:  Total  (to  date):  1 _  Before  Completion  op  Study:  ^nowTI 

SeR I CUS/UflEXPECTED  SlDE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PrCJECT(iF  NONE  SO  STATE): 

No  s e r i o us / une xpe c t e d  side  effects 

Conclusions: 

We  conclude  that  it  is  possible  to  quantitate  plasma  lipids 
and  proteins  by  HPLC  techniques  and  shall  apply  these  techniques 
co  study  lipid  metabolism  in  various  disease  states. 


Publications  or  Abstracts.  FY-82: 

NONE 
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Date: 


toy  Unit  fia.:  #9301 


Status:  I nte k i h  x  F i kal 


Start  i.\a  Date:  28  JulY  1^81 


Date  of  Collet  ion: 


Key  foras:  Use  of  Computer  Assisted  Instruction  (CAI)  for  foodservice  employee  trainin 

Title  CF  Project:  Effectiveness  of  a  Computer-assisted  Instruction  Program  for 
Teaching  Sanitation  to  Selected  Hospital  Foodservice  Employees. 


Principal  Ifr/ESTtOATCR's):  jjol£  J«  Rlnke,  Ph.D.,  R.D.,  MAJ 
Associate  Ihvestigator(s):  Kathleen  P.  Waddell,  R.D.,  CPT 


Facility:  IflffiC 


Dept/Svc:  Food  Service  Directorate 


Accumulative  fiEOCASE  Cost: 
$2550.00  (FY  81) 


Accumulative  Contract  Cost: 


FY-83  riEDCASS:  Contract  Cost: 


Supply  Cost: 

$120.00 


Accumulative  Supply  Cost: 

280. 00. 


Date  of  Committee  Approval  Op 


Annual  Progress  Report 


-FEB  2  5  1983 


Study  Objective:  To  determine  efficacy  of  CAI,  when  used  as  training  modality 
for  foodservice  employees. 


Technical  Approach:  Sanitation  lessons  were  sequenced  and  programmed  on  the  Aids 
Teaching  Machine.  Program  was  tested  by  subject  specialists  for  content 

validity.  Volunteers  were  selected  from  the  population  to  evaluate, the  effectiveness 

— - ^ - - - — — - of  the  CAI  program . 

Progress  Curing  FY-82:  CAI  program  development  was  completed.  Volunteers  were 

selected.  Study  was  administered.  Finalization  of  the  study  i3  anticipated  in 

.earlv  -Dart  of  FY  83. _ 

Dumber  of  Subjects  Studied: 

FY-82:  90 _  Total  (to  date):  _  Before  Completion  op  Study:  ^ 

Serious/Uwex^ected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 


None _ 

Conclusions: 


Publications  o.r  Abstracts.  FY-82: 

Paper  presentation  and  publication  anticipated  in  early  FY  83. 


Work  Unit  fia.:  9401 


Starting  Date:  24  June  81 


Status  : _ Interi*)  x  Fikal 


Date  of  Collet  ion:  In  progress 


Key  Words:  Analgesic  efficacy  in  third  molar  surger 


Title  cf  Project:  A  double-blind,  controlled  study  to  evaluate  the  short-term 
analgesic  efficacy  of  two  different  doses  of  Cl-583  (MeclomenR)  in  comparison 
with  Cl-757  (buffered  aspirin)  and  placebo  in  patients  with  post-surgical  den¬ 
tal  Dam.  _ _ _ _ _ 


KENNETH  K.  KEMPF,  DDS 
Principal  1 HVSSTC GATOR (s):  JOSEPH  KONZELMAN,  DDS 


Associate  Investigators): 


Facility:  WRA'IC 


Accumulative  f£0CASS  Cost 


_  „  Oral  Surgery  Service. 

Dept/Svc:  Hospital  Dental  Clinic 


■I 


Accumulative  Contract  Cost:  Accusative  Supply  Cost 


FY-83  FECCASE :  Contract  Cost:  Supply  Cost: 


Date  of  Ccwiittee  Approval  Ue 
Annual  Progress  Report  FcB  2  5  ISS*’ 


Stuqy  Objective :  Therapeutic,  dose  finding,  placebo  controlled,  double-blind 
comparison  with  buffered  aspirin. 


TECHNICAL  A°PR0ACh:  Subjects  are  randomly  selected  to  participate  in  the  study. 
Patients  must  require  the  removal  of  at  least  one  third  molar.  72  hrs  follow¬ 
up  via  written  forms  and  phone  interviews  is  obtained. 


35  DuriiTO  FY-82:  93  subjects  have  participated  in  the  study. 


Before  Completion  of  Study:  100 


flu-SER  of  Subjects  Studied: 

FY-82 : _  Total  (to  date)  : 


Serious/Uhexpecteo  Side  Effects  in  Subjects  Participating  in  Projsct(if  none  so  stats): 


Conclusions:  None  at  present 


Publications  or  Abstracts.  FY-82:  None 


Dat 


Start i.’.a  Date 


SfATUS:  iNTcRiH 


Date  of  Completion: 


Title  cf  Project:  cancer: 


Principal  IftvfiSTf  GATOR's):  Major  James  L.  Maury. ACSW 


Associate  Investigator^):  None 


Study  Objective:  To  identify  the  coping  behaviors  of  the  chi  ld«patient .the 
parents  and  the  siblings  and  to  study  the  association  among  stages  of  disease 


technical  Approach : 

Through  interviews  with  each  parent  and  child. 


PROGRESS  During  FY-82:  13  child-patients;  7  siblings;  22  parents 


tiUMSSA  Or  SuSJECTS  STUDIED: 

FY-82  :  42 _  Total  (to  date):  66 


Before  Completion  of  St’jdv“/a 


Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

N/A 


ConCLUS  I0?i3:  see  attached  Abstract  and  summary  chapter  V. 


Publications  or  Abstracts.  FY-82: 

Dissertation  #117,  The  Catholic  University  of  America 
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Tang  L,  and  Wiesmann  WP:  Calcium  stimulated  cGMP  formation  in 
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in  primary  testicular  failure.  Fertil  Steril  38:92-96,  1982. 

Vigersky  RA,  Chapman  fti,  Berenberg  J,  and  Glass  AR.  Testicular 

dysfunction  in  untreated  hodgkin’s  disease.  Am  J  Med  (in  press). 
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Glass  AR  and  Vigersky  RA.  Testicular  reserve  of  testosterone  precursors 
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Krieger  DT  and  Bardin  CW  eds,  BC  Decker  Inc.,  Trenton,  NJ  (in  press, 
1982). 

Vigersky  RA.  Endocrine  status  in  anorexia  and  obesity.  In  Eating  and 
Weight  Disorders,  Goodstein.RK  ed,  ChurchillLivingstone  Inc.,  New  York 
(in  press,  1982). 

Glass  AR,  Smallridge  RC,  Vigersky  RA,  and  Burman  KD.  High  serum  T3  in 
nephrotic  syndrome  (NEPH) :  A  reflection  of  increased  T4  availability? 
(In  press,  1982). 

Smallridge  RC,  Who r ton  ME,  Ferguson  EW,  and  Burman  KD.  Effect  of 
physical  condition  and  acute  exercise  on  serum  thyroxine  (T4) 
thyrotropin  (TSH),  and  prolactin  (PRL)  in  man.  Presentation  of  the 
Society  of  Air  Force  Physicians,  Sacramento,  CA,  March  1982. 

Wray  HL,  Mehlman  I,  Sheldon  GM,  Bui  ter  VM,  Dawson  E,  Bruton  J.  Effect 
of  dietary  phosphorous  restriction  and  raagnesium/aluminum-containing 
actacid  treatment  on  serum  1,25 (OH) 2D  in  Pseudohypoparathyroidism  in 
Vitamin  D-Chemical,  Biochemical  and  Clinical  Endocrinology  of  Calcium 
Metabolism,  eds  Norman  AW,  Schaefer  K,  Herrath  DV.Grigoleit  H-G,  p.  665- 
667,  Walter  DeGruyter  Publishing  Company,  New  York,  1982. 

Baker  JR,  and  Wray  HL.  Early  management  of  hypercalcemic  crisis:  Case 
report  and  liter,.  «.re  review.  Milit  Med  147:756-760,  1982. 
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Kidd  GS,  Smith  CE,  and  Wray  HL.  The  effect  of  thyroid  status  on 
therenal  responses  to  vasopressin  (submitted  forp  ublication,  1982). 

Thompson  PT,  Burman  KD,  and  War to f sky  L.  lodothyronine  levels  in 
cerebrospinal  fluid.  J  Clin  Endocrinol  Me tab  54:G53-655,  1982. 
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Hematology-Oncology  Service 

Taylor  HG,  and  Weiss  RB:  Bone  marrow  phagocytosis  in 
sarcoidosis.  Arch  Intern  Med  142:479,  1982. 

Terebelo  H,  Evans  WH:  Effects  of  normal  and  inflammatory  serum  on 
C-glucocamine  and  3  N-thymione  incorporation  onto  normal  human 
granulocytes  in-vitro.  Blood  58:. 5,  Suppl  1,  116,  Abstract  #376, 
1982. 

Voorheis,  et  al:  Effects  of  difference  forms  of  CNS  proplylaxis 
on  pituitary  function  of  children  with  ALL.  Am  Soc  of  Clin  Onco, 
1981,  (Abstract). 

Freeman,  et  al:  Comparison  of  intermediate  dose  MTX  with  crainal 
radiation  in  children  with  ALL.  Am  Soc  Clin  Onco,  1981. 

Pulmonary  Disease  Service: 

Rajagopal  KR,  Abbrecht  PH,  McCumber  TR,  Hunt  KK:  Medroxy  proges¬ 
terone  acetate  inobstructive  sleep  apnea.  Am  Rev  Respir  Dis  125, 
( 4) : 128 ,  1982. 

Abbrecht  PH,  Rajagopal  KR:  Determiantion  of  inspiratory  flow 
resistive  load  dependent  respiratory  drive  in  normal  and  sleep 
apneic  subjects.  Fed  Proceed  41,  1103,  1982. 

Rajagopal  KR ,  Abbrecht  PH,  Tellis,  CJ:  Control  of  breathing  in 
obstructive  sleep  apnea.  (Submitted) 

Abbrecht  PH,  Rajagopal  KR,  Bryant  HJ:  Respiratory  drive  compo¬ 
nents  in  flow  resistive  loading  for  normal  and  sleep  apneic  men. 
(Submitted) 

Infectious  Disease  Service: 

Pamplin  CL,  Desjardins  R,  Chulay  JD,  Tramont  EC,  Hendricks  LD, 
Canfield  CJ:  Pharmacokinetics  of  antimony  during  sodium  stibo¬ 
gluconate  therapy  for  cutaneous  leishmaniasis .  Presented  at  the 
Am  Soc  of  Clin  Pharm  and  Therapeutics,  New  Orleans,  1981. 

Berman  JD,  Chulay  JD,  Hendricks  LD,  Oster  CN:  Susceptibility  of 
clinically  sensitive  and  resistant  Leishmania  to  pentavent  anti¬ 
mony  in  vitro .  Am  J  Trop  Med  Hyg  31:465-495,  1982. 
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Infectious  Disease  Service  (continued) 

Dobek  AS,  Klayman  DL ,  Dickson  ET ,  Jr,  and  Scovill  JP:  Inhibition 
of  clinically  significant  bacterial  organisms  in  vitro  by  2- 
Acylpyridine ,  2-Acetylquinoline  and  1-  and  3-Isoquinoline 
thiosemicarbazones .  ,  Published  and  data  was  presented  at  the 
Annual  Meeting  of  the  Am  Soc  for  Microbiology,  Atlanta,  Georgia, 
7-12  Mar  1982. 

Cross  AS,  and  Wooldridge  WH:  Ability  of  monoclonal  antibody 
2-2-B  to  kill  K1  positive  E.  coli  in  conjunction  with  cord  blood 
neutrophils  and  sera  and  neonatal  spinal  fluid.  Interscience  Conf 
on  Antimicrobial  Agents  and  Chemotherapy,  Miami,  Fla,  1982. 

Peripheral  Vascular  Surgery  Service 

Clagett  GP,  Rich  NM,  McDonald  PT ,  Salander  JM,  Youkey  JY,  Olson 
DW,  and  Hutton  JE,  Jr:  Etiologic  factors  for  recurrent  carotid 
stenosis:  A  case-control  study.  Accepted  for  publication  in 
Surgery. 

Ophthalmology  Service 

Cupples  HP,  and  Whitmore  PV:  Vitrectomy  -surgical  techniques  in 
the  management  of  intraocular  foreign  bodies.  Presented  at  the 
9th  Biennial  Walter  Reed  Ophthalmology  Postgraduate  Course  27 
April  1982. 

Otolaryngology  Service 

Montgomery  AA,  and  SooHoo  G:  ANIMAT:  A  set  of  programs  to 
generate,  edit,  and  display  sequences  of  vector-based  images. 
Behavior  Research  Methods  4  Instrumentation  14(1),  39-40,  1982. 

Montgomery  A,  and  Jackson  P:  Physical  characteristics  of  the  lip 
underlying  vowel  lipreading  performance.  Submitted  to  Journal  of 
the  Acoustical  Soc  of  Am. 


Prosek  RA,  and  Runyan  CM:  Temporal  characteristics  related  to 
the  discrimination  of  stutterers'  and  nonstutterers’  speech 
samples.  Journ  of  Speech  and  Hearing  Rsch  25,  29-33,  1982. 

Scheer  C,  and  Schwartz  D,  and  Montgomery  A:  Follow-up  survey  of 
new  hearing  aid  users.  Manuscript  submitted  for  publication  in 
the  Journ  of  the  Academy  of  Rehabilitative  Audiology. 
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Organ  Transplant  Service 

Light  JA,  Biggers  MR,  Alijani,  Smith  M,  and  Oddenino  K:  Proc 
Clin  Dial  Transpl  Forum  1067-72,  1980  (published  July  1982)”. 

Light  JA,  Kumar  J,  Biggers  JA,  Metz  S,  and  Oddenino  K:  Fresh 
versus  stored  blood  in  donor  specific  transfusion.  Presented  1st 
International  Transfusion/Transplant  Conference,  Los  Angeles,  Feb 
1982.  Published  Transp  Proc  XIV,  No.  2  (June),  296-301,  1982. 

Light  JA,  Biggers  MR,  Alijani,  Smith  M,  and  Oddenino  K:  Antibody 
formation  in  fresh  versus  stored  donor  specific  transfusion.  Pre¬ 
sented  Feb  1982  to  the  Am  Assoc  of  Clin  Histocompatibility 
Testing,  San  Francisco,  CA.  (poster  presentation). 

Light  JA,  Kumar  J,  Biggers  JA,  Metz  S,  and  Oddenino  K.  Cellular 
characteristics  of  stored  blood  used  for  transfusion.  Presented 
Feb  1982  to  the  Am  Assoc  of  Clin  Histocompatibility  Testing,  San 
Francisco,  CA.  (poster  presentation). 

Ghaselli  G,  Schaefer  E,  Light  JA,  and  Brewer  B:  Apolipoprotein 
A- 1  isoforms  in  human  lymp:  Effect  of  fat  absorption.  Jour  Clin 
Invest  (in  press)  1982. 

Ghaselli  G,  Schaefer  E,  Zech  L,  Light  JA,  and  Brewer  B:  Arterio¬ 
sclerosis  (in  press)  1982,  (Abstract). 

Light  JA,  et  al:  Nonspecific  monitoring  for  transplant 
rejection:  Beta  2  microglobulin  and  C-reactive  protein.  Poster 
presentation  at  3rd  Int  Imm  Monitoring  Symposium,  21-24  Nov  1981, 
Miami . 

Metz  S,  Simonis  T,  May  F,  Light  JA,  Strong  DM:  Primed  lymphocyte 
testing  using  mini  raicroculture  technique.  Poster  session  at 
AACHT,  San  Francisoco,  May  1982. 

Allergy  Service: 

Edwards  M,  Evans  R  III,  Baer  H,  Anderson  MS,  and  Turkeltabu  P: 
Standardization  of  allergen  extracts:  A  comparison  of  RAST  inhi¬ 
bition,  isoelectric  focusing,  and  skin  titration.  J  Allergy  and 
Cl  Immuno  69,  No  1,  Part  2,  Jan  1982. 

Fleisher  TA,  Attallah  AM,  Misiti  J,  Tosato  G,  and  Greene  WC: 
Interferon  mediated  regulation  of  human  immunoglobulin  synthesis. 
Clin  Res  2:348A,  1982. 
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Rheumatology  Service  :  (continued) 

Fleisher  TA,  Attallah  AM,  Tosato  G,  Blaese  RM,  and  Greene  WC: 
Interferon-mediated  inhibition  of  human  polyclonal  immunoglobulin 
systhesis.  J  Immunol  129:1099.  1982. 

West  ST,  Tesar  JT,  and  Schwartz  B:  Increased  prevalence  of  HLA-X 
antigen  in  acute  anterior  uveitis. uveitis .  Arthritis  and 
Rheumatism,  June  1982  (Abstract). 

Engler  RJM,  et  al:  Abstract  presented  at  Am  Acad  of  Allergy 
meeting,  Montreal,  Canada,  March  1982. 

Engler  RJM,  et  al:  Abstract  accepted  at  XI  Internl  Congress  of 
Allergy  and  Clinical  Immunology,  London,  England,  1982. 

Cross  A,  Berger  M,  Lowell  G,  and  Sadoff  J:  Neutrophil  activating 
factor  from  a  continuous  lymphoid  cell  line  mediates  increased 
number  of  neutrophil  C3b  receptors  and  increased  functional 
activity.  Submitted  to  15th  Int  Leukocyte  Culture  Conf. 
(Abstract) . 

Brown  EJ,  Joiner  KA,  Cole  RM,  and  Berger  M:  Localization  of  C3 
on  streptococcus  pneumoniae:  Anticapsular  antibody  causes  C3 
deposition  on  the  pneumococcal  capsule.  Infection  and  Immunity, 
in  press. 

Brown  EJ,  Berger  M,  Joiner  KA,  Frank  MM.  Submitted  for  publica¬ 
tion  in  Science . 

Department  of  Pathology: 

Fuller  LM,  and  Hutchison  GB:  Collaborative  clinical  trial  for 
Stage  I  and  II  Hodgkin's  disease:  Significance  of  mediastinal  and 
nonmediastinal  disease  in  laparotomy  -  and  non-laparotomy-staged 
patients.  Cancer  Treatment  Reports  66:  775-787,  1982. 

Department  of  Pediatrics: 

Civin  Cl,  Land  VJ,  Nitschke  R,  Kamen  BA,  and  Vats  TS:  m-AMSA 
Methenesulton-m-Anisidine ,  4-(9-Acridinylamino)  24992  activity  in 
pediatric  solid  tumors.  Proc  Am  Soc  Clin  Oncol  1:  178,  1982. 
(Abstract) 
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Department  of  Pediatrics:  (continued) 

Budowle  B,  Dearth  J,  Bowman  P,  Go  R,  Crist  W,  and  Acton  R:  Black 
children  with  certain  factor  B  and  C4  phenotypes  are  genetically 
predisposed  to  ALL.  The  Univ  of  Alabame  in  Birmingham,  St.  Jude 
Children's  Research  Hospital  and  the  Pediatric  Oncology  Group, 
Birmingham  AL,  Memphis  TN,  and  St.  Louis  MO. 

Cook  BA,  Olson  TA,  Burgess  DP,  Bailey  WR,  Thomas  PJ,  Ruymann  FB: 
In-vitro  irreversible  aggregation  of  Amphotericin-B  pretreated 
polymorphonuclear  leukocytes:  a  possible  mechanism  for  pulmonary 
toxicity.  Presented  as  an  Ogden  Bruton  Award  finalist  paper  at 
the  Uniformed  Services  Pediatric  Seminar,  March  1982. 

Department  of  Hematology,  WRAIR: 

Kark  JA,  Tarassoff  PG,  and  Bongiovanni  R:  Pyridoxal  phosphate  as 
an  antisickling  agent  in  vitro.  In  press.  Jour  of  Clin  Invest. 

Kark  JA,  Hicks  CU:  Enhanced  anion  permeability  of  membrane  anion 
channels  in  sickle  erythrocytes.  Blood  58:60a,  Nov  1981. 

Wright  DG,  Meierovics  AI,  Schoomaker  EB,  Tang  L,  and  Lucas  D: 
Muscarinic  cholinergic  receptors  on  human  neutrophils  during 
their  development  and  function.  Clin  Res  30:382A,  1982. 

Alving  BM,  Strickler  MA,  Knight  RD,  Barr  CF,  Berenberg  JF,  and 
Gegoux  T:  Warfarin  resistance:  investigation  of  a  rare  phenome¬ 
non.  Clin  Res  30.  309A,  1982. 

Levine  PH,  Pearson  GR,  and  Heffner  D:  The  reliability  of  IgA 
antibody  to  Epstein-Barr  virus  (EBV)  capsid  antigen  as  a  test  for 
the  diagnosis  of  nasopharyngeal  carcinoma  (NPC).  Cancer  Detect 
Prev  4:307-31 2,  1981. 

Armed  Forces  Institute  of  Pathology: 

Nik  NA,  Hidayat  A,  Zimmerman  LE,  and  Fine  BS:  Diffuse  iris  nevus 
manifested  by  unilateral  open  angle  glaucoma.  Arch  Opthalmol 
99:125-127,  1981. 

Fine  BS,  Yanoff  M,  Stone  RA:  A  clinicopathologic  study  of  primary 
open-angle  glaucoma  compared  to  normal  eyes.  Am  J  Ophthalmol 
9J.:88-105,  1981  . 

Broughton  WL,  Fine  BS,  Zimmerman  LE:  Congenital  glaucoma  associa¬ 
ted  with  a  chromosomal  defect.  A  histologic  study.  Arch 
Ophthalmol  99:481-486,  1981. 
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Armed  Forces  Institute  of  Pathology:  (continued) 

Fine  BS:  Lipoidal  degeneration  of  the  retinal  pigment 
epithelium.  Am  J  Ophthalmol  91:469-473.  1981. 

Uniformed  Services  University  of  Health  Sciences: 

Margileth  AM:  Atypical  mycobacterial  infections  in  children. 
Pediatrics,  Rudolph  A  (Ed),  17  Ed,  New  York,  Appleton-Century- 
Crofts,  p  581 ,  1982. 

Margileth  AM:  Cat  scratch  disease.  Pediatrics,  Rudolph  A  (Ed), 
17th  Ed,  New  York,  Appleton-Century-Crof ts ,  p  636,  1982. 

Margileth  AM:  Cat  scratch  disease.  Cecil  Textbook  of  Medicine , 
16th  ed ,  Wyngaarden  JB  and  Smith  LH  Jr,  Phil,  Pa,"  Wft  Saunders  Co, 
1982. 

Margileth  AM:  Infections  with  nontuberculous  (Atypical) 
Mycobacteria.  Chap  47  in  Respiratory  Tract  Disorders  in 
Children.  WB  Saunders  Co,  Phila  PA,  March  1983- 

Margileth  AM,  Nontuberculous  (Atypical)  mycobacterial  infections: 
I  specificity  of  PPD  Skin  Tests  in  Children  Compared  to  Mycobac¬ 
terial  Species.  Accepted  for  publication.  #14  Abstract. 

Cohen  GJ,  Margileth  AM:  Fungus  cultures  in  the  physicians  office: 
Comparison  of  DTM  with  Sabouraud's  and  Mycosel  Medial.  Clin  Proc 
CHNMC ,  1982. 

Margileth  AM:  Nontuberculous  (Atypical)  Mycobacterial  Infections. 
In  Gellis  SS,  and  Kagan  BM  (Eds).  Current  Pediatric  Therapy, 

TTth  ed,  Phila,  Pa,  WB  Saunders  Co,  1983- 

Margileth  AM:  Atypical  mycobacterial  infections:  Correlation  of 
atypical  and  typical  PPD  Skin  Tests  with  Mycobacertial  Cultures. 
Pediatric  Res  1979:13,  392,  1982. 
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